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MOCKBA

OO0 yTBep:KI1eHUM METOAMKH pacyeTa npejaejbHbIX OTHYCKHBIX I[eH
NPOU3BOANTE/IeH HA JIEKAPCTBEHHbIE MPenaparThbl, BKIKYCHHbIE
B llepeYeHb )KM3HEHHO He00X0AMMBbIX  BAKHEHIINX JIeKAPCTBEHHbIX
NMpenaparoB JAJs1 MeJUIMHCKOr0 MPUMEHeHN s

B cootBerctBumM co cratbeit 60 denepanpHoro 3akoHa "OO6 oOpameHun
JIEKapCTBEHHBIX  CpeACTB" IIpaButenbctBO  Poccuiickon denepanuu
NMOCTAHOBJAET:

1. YTBepauTh npuiiaraeMyr0 METOJUKY pacdeTa MpeeiabHbIX OTIYCKHBIX
IIEH TIPOM3BOIUTENEH Ha JIEKAPCTBEHHBIE IIPernapathl, BKIOYECHHBIE B IepEeYEHb
KU3HEHHO HEOOXOJAMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX IPEMapaToB
JUTSL METUIIMHCKOTO TIPUMEHEHHUSI.

2. Hacrosimee moctaHoBiieHHE BCTymaeT B cwiry ¢ 1 ceHTsaops 2025 T.
u nerictyer j10 1 centsiops 2031 r.
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YTBEPXIEHA

nocra”HoBseHueM [IpaBurenbcTBa
Poccuiickon ®enepannu
ot 30 masg 2025 r. Ne 805

METOJAHUKA

pacueTa npeaejbHbBIX OTIIYCKHBIX IleH MPOU3BOAMTEIel
HA JIeKapCTBEeHHbIE NPenapaThl, BKJIYEHHbIE B lepeYeHb
KM3HEHHO He00XOAMMbIX U BAKHEHIINX JIEKAPCTBEHHBIX NMPENapaToB
JJIA MeIMIUHCKOT0 MPUMEHEeHHU

[. OOwme 1monoXKeHus

1. HacTosiiass MeToJIMKa yCTaHaBJIMBAET MOPAJIOK pacueTa MpeAeibHbIX
OTIYCKHBIX LEH MPOU3BOIUTEIEH JIEKapCTBEHHBIX MpenapaToB
(masee - TMPOU3ZBOAUTENM) Ha JIEKAPCTBEHHBIE IIpenapaThl, BKIIOUYECHHBIC
B TIEPCUYCHb IKU3HCHHO HEOOXOJMMBIX M BAKHEUINUX JIEKAPCTBEHHBIX
MpenapaToB sl MEIMIIMHCKOrO TpUMEHEHus (Janee - JIEKapCTBEHHBIC
Mpenaparsl), pU UX TOCYJaPCTBEHHON pEerUCTPallUK U MEPEPETUCTPALIAH.

2. IlpenenbHas OTHyCKHAas IIeHA Ha JIEKQPCTBEHHBIM Impemnapar
YCTaHaBJIMBAETCS JUISl Ka)XJOro IMPOU3BOAMUTENSI B paMKax PETHCTPALIMOHHOTO
YAOCTOBEPEHUS JICKAPCTBEHHOTO Ipernapara B COOTBETCTBUU C TPEOOBAHHSIMU
nyHKTOB 27 1 28 IIpaBui rocy1apcTBEHHON PErvCTpalliy U MEPEeperucTpalnm
MpEeAeIbHbIX OTIYCKHBIX IIEH MPOU3BOJAUTEIECH HA JIEKAPCTBEHHBIE IMPEINaparhl,
BKJIFOYCHHBIC B TIEPCUCHb OJKU3HCHHO HEOOXOJMMBIX M  BAKHEUIIUX
JIEKapCTBEHHBIX MpernapaToB JUTS MEJIULIMHCKOTO PUMEHEHHS,
YTBEPKACHHBIX IocTaHoBIIeHWEM IIpaBurenbctBa Poccuiickoit ®Penepanuu
or Sampens 2025r. Ne462 "O rocygapCTBEHHOM pEryJMpPOBaHUM 1IEH
Ha JIGKapCTBEHHBIC IIpenapaThl, BKJIIOYEHHbIE B [EPEYEHb >KU3HEHHO
HEOOXOJMMBIX U BaXKHEHIINX JICKAPCTBEHHBIX MPENApaToOB ISl MEIUIIMHCKOTO
npuMeHeHus" (nmanee - IlpaBuna), Ha OCHOBAaHWM JAHHBIX, PACCUUTAHHBIX
B COOTBETCTBUHU C HACTOSAIIEN METOIUKOM.

3. llpennaraemMass K TOCYJIapCTBEHHON  perucTpauud mpeiesbHas
OTIyCKHAasl II€Ha Ha JIEKapCTBEHHBIA MpenapaT /Jid BCEX MPOU3BOJMUTEIIECH
06e3 ydera (GopMBI BBHITyCKa JIEKAPCTBEHHOTO IMpernapara, 3a HCKIIOYCHHEM
CIIy4yaeB, MpeayCMOTPEHHbIX MyHKTaMu 28 u 32 [IpaBuii, HE MOKET MPEBBINIATH:



a) B cllydae €CJIM B PaMKax OJIHOIO PEruCTPAllMOHHOTO YJAOCTOBEPEHUS
JIEKapCTBEHHOI'0 IpernapaTra 3aperucTpUpOBaHbl MPEAEIbHBIE OTIYCKHBIE L[EHBI
Ha JIGKQPCTBEHHBIM TIpemapaT ¢ TakKoW K€ JIeKapCTBEHHOM (opmoii
U JIO3UPOBKOHM (KOHUEHTpalMeil, akTUBHOCTbIO B €AMHHIAX JEUCTBUS), -
CTOMMOCTb OJIHOM JIEKapCTBEHHOM (OpPMBI JIEKapCTBEHHOTO Ipernapara,
YMHOXEHHYIO Ha KOJIMYECTBO JIEKAPCTBEHHOI'O IIpernapara BO BTOPUYHOM
(MOTpebUTENbCKOM) yHAaKOBKE 3asBIIIEMOro JIEKAPCTBEHHOI'O Ipernapara,
Ha OCHOBAaHUMU CBEICHUM O HAJIUYUU 3aPETUCTPUPOBAHHBIX MPEAEIbHBIX
OTIYCKHBIX II€H 3asBJIIEMOTO  JIEKAPCTBEHHOIO Mpemnapara  COIVIACHO
npuwiokeHuto No 1, mpu 3TOM CTOMMOCTb OJIHOM JIEKapCTBEHHOH (DOPMBI
JEKapCTBEHHOI'0  IIpenapara  pacCUMTBIBAETCS  HUCXOAA M3  CPEIHEro
apu(pMETUYECKOTO  3HAYEHUs  MOCJIEIHUX  3apPETUCTPUPOBAHHBIX  IIEH
Ha Onwxailive 10 3HAYEHUI0 KOJUYECTBA 3agBIISIEMOTO JIEKAPCTBEHHOIO
npenapara BO BTOpUYHOM (MOTPeOUTENHCKON) YITaKOBKE;

0) B ciydae eciu He 3aperucTpupoBaHbl IMpEesIbHbIE OTIYCKHBIE I1I€HbI
Ha 3as4BJISIEMBbIM JICKAPCTBEHHBIM IMpemapar ¢ Takou K€ JO3UPOBKOH
(KOHIIEHTpAallMeH, aKTUBHOCTBHIO B €IMHMIIAX JEHCTBUA), - CTOUMOCTb €UHUIIBI
NEHUCTBYIOLIETO  BEIIECTBA  JIEKAPCTBEHHOIO  Mpenapara, YMHOXEHHYIO
Ha  KOJMYECTBO  €AUHUIl  JCHCTBYIOUIETO  BEIIECTBA  3asBISEMOrO
JEKapCTBEHHOI'0  Ipernapara, Ha OCHOBAaHMM CBEJECHUW O  HaJIUYUHU
3apEerucTpUPOBAHHBIX peAeIIbHBIX OTIIyCKHBIX LEH 3asBIIIEMOTO
JIEKAapCTBEHHOI'0  Ipemnapara,  MpeAyCMOTPEHHBIX — mpuiiokeHunem  No |
K HACTOSALIEH METOAUKE, NPU O3TOM CTOMMOCTb €JAUHULBI JIEUCTBYIOLIETO
BEILIECTBA JIEKAPCTBEHHOTO IPENApaTa PACCUUTHIBAETCS HMCXOAS W3 CPEIHETO
apu(pMETUYECKOTO  3HAYEHUs  MOCJIEIHUX  3apPETUCTPUPOBAHHBIX  IIEH
Ha Omkallliie 1O 3HAYEHHIO JO3UPOBKU (KOHIIEHTpPAlMW, AKTHUBHOCTH
B €IMHUIAX JIEUCTBUSI) 3asBISIEMOT0 JIEKaPCTBEHHOTO IIpenapara.

4. IlpenmaraemMasi K TOCYJIapCTBEHHOM  pPETUCTpPAllMM  IpeJebHas
OTIYCKHAasl I[I€HAa IPOU3BOJUTEN HA JIEKAPCTBEHHBIM IpENaparT HE MOKET
IPEBBIIIATE!

a) CPEHEB3BEIICHHYIO (aKkTHUUECKYIO OTIYCKHYO LEHY
Ha JIEKApPCTBEHHBIM IIpernapar 3a OTYETHBIA MEPHUOJ, MPEAYyCMOTPEHHBIM
nyHKTOM 26 [IpaBui, paccUMTaHHYO B COOTBETCTBHUM C paszgenom [V
HACTOSIIIIE METOJAMKM Ha OCHOBAaHUHU CBEACHUN 00 0o0beMax U OTIIYCKHBIX
[IeHaX HaxoAsImmxcsa B oOpamenun B Poccuiickoit denepannu JeKapCTBEHHbBIX
npenapaToB  NPOUM3BOAMTENS  rocyaapcrBa -  4jeHa  EBpasuiickoro
DKOHOMHMYECKOTO COK3a M JIEKAPCTBEHHBIX MPENapaToB HMHOCTPAHHOIO
NPOW3BOJICTBA, MEpBUYHAs U (MJIM)  BTOpUYHAS  YHNAKOBKA  KOTOPBIX



OCYUIECTBJISIETCS WJIM TEPBUYHYIO U (WJIM) BTOPUYHYIO YIAKOBKY KOTOPBIX
IUIAaHUpYETCS  ocywmecTBIsATh B Poccuiickon — denepauuu,  COTJIACHO
npuiIoKeHuto Ne 2;

0) cpeiHEB3BEIICHHYI0 (AaKTHUECKYI0 I1I€Hy BBO3a JIEKAPCTBEHHOTO
npenapata 3a OTYETHBIM NEPUOJ, NPEAYCMOTPEHHbIM NyHKTOM 26 IlpaBui,
C YYETOM pacxoJIoB MO yIUlaTeé TaMOXEHHBIX COOpOB 3a COBEpIICHHE
TaMOYKEHHBIX OIIEpallNii, CBS3aHHBIX C BBIIIYCKOM TOBApOB, PAaCCUUTAHHYIO
B COOTBETCTBHHM C pazzieioM VI HacTosiiell METOIMKY HAa OCHOBAHUU CBEJICHUI
U3 CHCTEMbl MOHMTOPHUHIA  JIB)KEHHUS  JIEKAPCTBEHHBIX  IPENApaTOB
JUTSE METUIIMHCKOTO TTPUMEHEHUSI 00 00beMax M O 1IeHaxX BBO3a JIEKAPCTBEHHOTO
npernapara HMHOCTPAHHOTO IPOM3BOJCTBA, HAXOMAIIErocss B  OOpalleHHH
Ha Tepputopun  Poccuiickon ~ ®denepanuu, 3a  OTYETHBIM  MEPHUOJ,
IpeAYCMOTPEHHbIN IMyHKTOM 26 [IpaBuu;

B) B CJIy4ae €CJIM JIEKAPCTBEHHBIN IpenapaT MHOCTPAHHOI'O POU3BOJICTBA
WIM TIPOU3BOAMUTENS TOCYyHAapcTBa - 4WieHa EBpa3suicKOro 3KOHOMHYECKOIO
COH3a peaju3yeTcsi B HMHOCTPAHHBIX TOCYJApCTBaX, B OTHOLIEHUH KOTOPBIX
npejacrasngercs uHdopmanus 00 ypOBHE MHUHHUMAJIBHBIX OTIYCKHBIX IIEH
Ha JICKapCTBEHHbIC NIpemnapaThl, IO MEPEYHIO COTJIACHO MNpuiioxkeHuto Ne 3, -
MUHHUMAaJIbHYO OTIYCKHYIO LEHY MIPOU3BOIUTEIIS (6e3 ydeTa
IPOM3BOJICTBEHHBIX IUIONIA/IOK) Ha JIEKAPCTBEHHBIM MpernapaT B YKa3aHHbIX
MHOCTPAHHBIX TOCYyAAapCTBaX W B CTPAaHE MPOU3BOIAUTENS, PACCUUTAHHYIO
B COOTBETCTBHUM C pasnenoMm VII Hacrosdier METOIMKU HAa OCHOBAHMM pacyera
NpEEIbHON OTITYCKHOM UEHBl NMPOU3BOJIUTENS HaA JIEKAPCTBEHHBINM Mpenapar,
NPEJICTaBIIeMOM Ha TOCYJIapCTBEHHYIO perucTpanuio (mepeperucTpalmio),
COrjlacHO TmpuiokeHuto Ne4 ¢ ydyeroM pacxolloB IO yIUIaTe€ TaMOXKEHHBIX
cOOpOB 3a COBEpIIEHHWE TAMOXKEHHBIX ONEpAllMii, CBSI3aHHBIX C BBIIMYCKOM
TOBApOB.

[I. Pacuet npenenbHOM OTITYCKHOM IIEHBI HAa pedepeHTHBIM
JIEKapCTBEHHBIN IIpenapar Py €€ roCyJapCTBEHHOW pEerucTpaluuu

5.1lpu rocynapcTBEHHON pETrHCTpallM TpeAesibHas OTIYCKHAs IeHa
Ha pedepeHTHBI JIEKapCTBEHHBINM TIpemapar Juisi BCEX MPOU3BOIUTENEH
B paMKax pPErucTpalMOHHOTO YAOCTOBEPEHUS JIEKapCTBEHHOrO IIpemapara
c yueroMm TpeOoBaHui nyHkTa 27 [IpaBuia He MOXKET TPEBHINIATH YPOBEHb
MUHUMAJILHON U3 1I€H, PACCUUTAHHBIX C Y4eTOM TpeOOBaHUU MyHKTOB 3 - 4
HACTOSAIIEH METOJIUKHU.



6. B cnydae ecnm MO COCTOSHUIO HA JIaTy TMPEJCTABJICHUS 3asBICHHUS
O  TOCYJAapCTBEHHOH  pPETUCTpallid  MpeaeibHOW  OTHYCKHOW  IICHBI
TPOU3BOANTENST Ha PeEepEeHTHBIN JIEKAPCTBEHHBIM MpemapaT B MUHUCTEPCTBO
3npaBooxpaHeHuss Poccuiickoit ®dexepanmum B paMKax MEXIyHApOIHOTO
HemaTeHTOBaHHOro  (IpM  €ro  OTCYTCTBHM -  TPYNIHPOBOYHOTO
WI XUMHYECKOT0) HAUMEHOBaHMsI (J1aJiee - MEXTyHAPOIHOE HEMATEHTOBAHHOE
HaMECHOBAaHNE) M JICKApPCTBEHHOH (OpPMBI 3aperucTpUpOBaHBl TpPECIIbHBIC
OTITyCKHBIE€ I[€HBI TIPOU3BOJUTENICH Ha COOTBETCTBYIOIINE BOCIPOU3BEICHHbIC,
OuoaHasioroBbie  (OMOMOMOOHBIE) JIEKAPCTBEHHBIE TpEnaparbl, P STOM
npe/eNbHas OTITyCKHAs [IeHA MPOW3BOAUTENS Ha pe)ePEHTHBIN JIeKapCTBEHHBIH
mpernapar HE  3aperuCTpUpOBaHa, TMpeiaraeMas K  TOCYJapCTBEHHOM
perucTpanuu npejiesbHas OTIMYCKHAs IleHa Ha pedepeHTHBINH JIeKapCTBEHHBIN
mpernapar He MOXKET MPEBBIIIaTh MAaKCUMAIBHYIO 3aperHCTPUPOBAHHYIO
NPEJeNbHYI0 OTIYCKHYIO IIEHy Ha COOTBETCTBYIOIIUN BOCIIPOW3BEICHHBIN,
OroaHaoroBbI (OMOMOI00HBIN) JIEKaPCTBEHHBIN Mpernapar.

7.B cnydae ecnm MO COCTOSHUIO HA JIaTy TPEJCTABJICHUS 3asBICHHS
O  TOCYJAapCTBEHHOH  pPETUCTpallid  MpeaeibHOW  OTHYCKHOW  IICHBI
TPOU3BOANTENST Ha PeEepEeHTHBIN JIEKAPCTBEHHBIM MpemapaT B MUHUCTEPCTBO
3npaBooxpaHeHuss Poccuiickoit ®dexepanmum B paMKax MEXIyHApOIHOTO
HETIaTeHTOBAaHHOTO HaUMEHOBaHUS u JIeKapCTBEHHOM bopMBI
HE 3apeTUCTPUPOBAHBI MpPEAETbHBIC OTIYCKHBIE IIEHbl TMPOU3BOAMUTEICH
Ha COOTBETCTBYIOLIME BOCIIPOU3BE/ICHHbIE, OMOaHaNIOroBbie (OMOMOAOOHbBIE)
JICKapCTBEHHBIE TIperaparbl U Ha pedepeHTHBI JeKapCTBEHHBIN TMpernapar,
npejyiaraeMasi K roCyJapCTBEHHOW PETUCTpaliy Tpe/esibHas OTITyCKHas IeHa
Ha pedepeHTHBIH JIEKApCTBEHHBIM Mpemapar HE MOXET IMPEeBBIIIATh
MaKCUMaIbHYIO M3 3aperUCTPUPOBAHHBIX MPEACTbHBIX OTIYCKHBIX IICH
Ha OKBHBAJICHTHYHI JICKAPCTBEHHYIO (OpPMY JIEKApCTBEHHOrO IIperapara
B paMKax JaHHOTO MEXIyHapOJHOTO HEMaTeHTOBAHHOTO HAaMMEHOBaHUS,
COJIepKalIerocsi B TEpeYyHE IKU3HEHHO HEOOXOMUMBIX U BaKHEHIINX
JICKapCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHHs, B TOM YHCIIE
UCKJIFOYCHHBIX U3 TOCYJIapPCTBEHHOTO PEecTpa NpEIeTbHBIX OTIYCKHBIX IICH
MPOU3BOANTENCH Ha JIEKAPCTBEHHBIC IpEmNapaThl, BKJIIYECHHBIE B TEPEUYCHb
KU3HEHHO HEOOXOMUMBIX H BaXHEHIIMX JIEKAPCTBEHHBIX MpENaparoB
JUTS. MEIUITMHCKOTO MTPUMEHEHHSI.



III. Pacuer npenenbHON OTITYCKHOM LIEHBI
Ha BOCIIPOM3BE/ICHHBIN, OM0aHaI0TOBBIN (OMOTI0T00HBIH)
JIEKapCTBEHHBIN Ipernapar Mpu €€ rocyIapCTBEHHOW PErucTpalum

8. [IpenenbHas OTIyCKHAs 1I€HA HAa BOCIPOM3BENICHHBIN, OMOAaHATIOTOBBIM
(6uomoMOOHBI) JIEKAPCTBEHHBIA MpenapaTr YCTaHABIMBACTCS JUIS KaJoro
MIPOU3BOJIUTEII B PAMKaX PETUCTPALIMOHHOIO yJAOCTOBEPEHUS JIEKAPCTBEHHOIO
mpernapara B COOTBETCTBHUM ¢ TpeOoBaHusiMu MyHKTOB 27 u 28 IlpaBun
Ha OCHOBAaHUU JIAHHBIX, PACCUUTAHHBIX B COOTBETCTBUU C HACTOSIIEH
METOJUKON JJIsl JIEKAPCTBEHHBIX MPENaparoB ITPOU3BOJUTENSA TOCyAapCTBa -
yieHa EBpa3uiickoro -»KOHOMHYECKOTO COw3a U (WJIK) JIEKapCTBEHHBIX
MpenapaToB HHOCTPAHHOIO MPOU3BOCTBA.

9. 1lpennaraemMass K TOCYJIapCTBEHHON  perucTpauud MpeiesbHas
OTITyCKHasl 1I€Ha Ha BOCIPOU3BEJCHHBIA, OMOAHATIOTOBBIM (OHOMOAOOHBII)
JEKapCTBEHHBIA IMpernapaT He MOXET [PEeBbIIATh OTIYCKHYIO IIEHY,
pacCUMTaHHyrd ¢  yderoM  TpebOoBaHuii  myHKTOB 29 - 31  IlpaBun
U B COOTBETCTBUM C HACTOSIIIUM pa3/ieioOM HAa OCHOBAaHUU JAHHBIX pacueTa
MpeaeIbHON OTIYCKHOM IIEHBI Ha BOCIPOHW3BEJIEHHBINM, OMOaHAIOTOBBIM
(6ronmom0OHBIIA) JIEKapCTBEHHBIN npenapar, MPEACTaBIIAEMOM
Ha FOCYJapCTBEHHYIO PETUCTPALIMIO, COIIACHO MPUITOXKEHUIO Ne 5.

10. [Ipn rocynapCTBEHHOW perucTpaluy MpeeibHas OTIYCKHas LeHa
Ha BOCIPOM3BE/ICHHBIN, OMOAHANOTOBBIN (OMOMOO0HBIN) JIEKAPCTBEHHBIH
rnpenapar Uil BCEX NPOU3BOAUTENECH TOCYyAapCTB - WIEHOB EBpa3uiickoro
SKOHOMHMYECKOTO COK3a B paMKax pPErucTpalMOHHOTO  YJIOCTOBEPEHUS
JIEKapCTBEHHOTO TMpenapara ¢ yuetoM TpeboBanuii myHkta 27 [IpaBuin He MOXKET
MpEBbIIATh YPOBEHb MUHHMAJIbHOM U3 1IE€H, PACCUMTAHHBIX C YYETOM
TpeOOBaHUM IYHKTOB 3, 4 1 9 HacTOSAIICH METOIUKH.

[Ipy rocynapCTBEHHOM perucTpauuu MOpejaesibHas OTIYCKHas IIeHa
Ha BOCIPOM3BE/ICHHBIN, OMOAHANOTOBBIN (OMOMOO0HBIN) JIEKAPCTBEHHBIH
mpenapatr Il BCEX MHOCTPAHHBIX MPOU3BOAUTEIEH, B TOM  YHCIE
OCYLIECTBJISIFOIIUX WM  IUIAHUPYIOIIUMX  OCYILIECTBIISITh  NEPBUYHYIO
U (WIM) BTOPUYHYIO YIAKOBKY JIEKapCTBEHHOro mpemnapata B Poccuiickoii
@®enepanuu, B paMKax PErUCTPAllMOHHOIO YJIOCTOBEPEHHMS JIEKApCTBEHHOIO
npemnapara ¢ yderoM TpeboBaHuil myHKkTa 27 [lpaBui HEe MOXET MPEBHINIATH
YPOBEHb MHUHUMAIBHOM W3 II€H, PACCYUTAHHBIX C Y4YE€TOM TpeOoBaHUM
MyHKTOB 3, 4 1 9 HacTosIIell METOANKH.

11. IIpu rocyaapCTBEHHOW pErucTpanuu NpeaesibHOM OTIYCKHOM LIEHBI
MPOU3BOAMTENS HA BOCIPOM3BEACHHBINM, OMOAHAIOTOBBIN (OMOMOOOHBIN)
JEKapCTBEHHbI IpenapaT B Ciydae, €CIM B paMKaX MEXIyHapOJAHOrO



HEMaTEeHTOBAHHOT O HaWMEHOBAHUS 17} JIEKApCTBEHHOM dbopMbl
HE 3apEeTrUCTPUPOBAHA IMpEJEbHAsl OTIYCKHAas L€HAa Ha COOTBETCTBYIOLIMIA
pedepeHTHBIN JIEKapCTBEHHBIN Mpenapar U He 3aperuCTPUPOBAHbI MPE/ICIIbHbIE
OTIYCKHBIEC II€Hbl MPOU3BOJUTENECH Ha BOCHPOU3BEJEHHBIE, OMOAHAJIOTOBBIC
(6uomomoOHBIE) JIEKAPCTBEHHBIC Mpenaparbl, pacyeT IEHbl OCYIIECTBIISIETCS
denepasbHONM AHTUMOHOIIOJBHOM CIIYKOOM Ha OCHOBAaHUM MHUHUMAJIBHOM
OTIYCKHOW IIeHBI Mpous3BoauTessa (0e3 ydeTa MpOM3BOACTBEHHBIX IUIONIA/IOK,
C YYETOM pacxoJIoB MO yIUlaTeé TaMOXEHHBIX COOpOB 3a COBEpIICHHE
TaMOKEHHBIX oneparui, CBS3aHHBIX c BBIITYCKOM TOBapOB)
Ha COOTBETCTBYIONIMI peepeHTHbIN JIEKapCTBEHHBIN MTpenapar B MHOCTPAHHbIX
rocyJlapcTBaxX, YyKa3aHHbIX B MpujokeHun Ne3 K HacTosAlled METOJUKE,
U B CTpaH€ NPOU3BOJAUTENS C MPUMEHEHHMEM IMOHWXAIoero kol duimeHTa,
3HAYEHUSI KOTOPOTO ONPEAEIISIFIOTCS B COOTBETCTBUM C HACTOSIIIIUM Pa3JIEIOM.

Ecnu B ciywae, ykazaHHOM B a03alle NMEpBOM HACTOSIIETO IYyHKTA,
OTIYCKHBbIE II€Hbl TMPOU3BOJUTENS HA COOTBETCTBYIOIIUN pedepeHTHBIM
JIEKapCTBEHHBI IMpernaparT B HMHOCTPAHHBIX TOCYJIapCTBaX, YKAa3aHHbBIX
B npuiokeHun Ne3 K HACTOSIIE METOAMKE, U B CTpPaHE IPOU3BOJIUTEIIS
OTCYTCTBYIOT, MpenajaraeMas K TOCYJapCTBEHHOW PETHCTPALMU MpeaeabHast
OTIyCKHasi 1I€Ha Ha BOCIPOU3BEJCHHBIA, OHOAHATIOrOBBIM (OHOMOAOOHBII)
JEKapCTBEHHbIA  IpermapaT HE  MOXET  IPEBbIIIATh  MaKCHUMAJIBHYIO
U3 3apETUCTPUPOBAHHBIX MPENEIbHBIX OTIIYCKHBIX LEH Ha SKBHUBAJEHTHYIO
JIeKapCTBeHHYI (OpMy JIEKApCTBEHHOTO Ipernapata B paMKax JaHHOTO
MEXIyHapOJIHOIO  HEMAaTEHTOBAHHOIO  HAWMMEHOBAHMS,  COJEPKAIIErocs
B MIEPEYHE KU3HEHHO HEOOXOIMMBIX U BaXKHEUIIIUX JIEKaPCTBEHHBIX MpEnapaToB
UL MEIMIMHCKOTO  MPUMEHEHUs, B TOM  YHCJIE€  HCKIFOYEHHBIX
U3 FOCYyJapCTBEHHOI'O0 PEECTpa MPENEIbHbIX OTIMYCKHBIX IIEH MPOU3BOJMTEINIEH
Ha JIEKapCTBEHHbIE IIpenapaThl, BKIIOYEHHBIE B I[E€PEYEHb >KU3HEHHO
HEOOXOUMBIX U BaKHEHIIMX JIEKAPCTBEHHBIX MPENapaToB ISl METUIIMHCKOTO
IPUMEHEHUS.

12. lepxkatens WAy BiIajeliel] PETHUCTPALMOHHOTO  YAOCTOBEPEHUS
(YIIOTHOMOYEHHOE MM JIMII0)  BOCIPOM3BEIEHHOI0,  OHMOaHAJIOrOBOTO
(6uomomo6HOr0) JIEKapCTBEHHOTO TMpernapata B Ciy4yae, €cCiu IMpejelibHas
OTIyCKHasi IIeHa Ha COOTBETCTBYIOIIMI pe]epeHTHbIN JeKapCTBEHHBIM
npenapar  3aperucTpupoBaHa, — MPENCTABISIET I T'OCYJapCTBEHHOM

peruCTpaluy TpelebHYI0 OTHYCKHYIO IIEHy Ha JICKapCTBEHHBIN Tperapar,
He npesbimaomyro neny (L, ) (pybueit), paccunrantyro mo gpopmyie:



100-K

Ly = Hpeg 00 =X K x Ky,

rIe:

ey - 3aperucTpupoOBaHHas Ha  Jary  I0Ja4d  3asBICHHUS
O  TOCYJAapCTBEHHOH  pPETUCTpallid  MpeNebHOW  OTHYCKHOW  IICHBI
AepxaTeleM  WIM  BIAACIbLEM  PETUCTPAMOHHOTO  yAOCTOBEPEHUS
BOCIIPOU3BEJICHHOI0, OMOaHANIOroBOro  (O6MOMOJ00HOT0)  JIEKApCTBEHHOIO
npenapaTta (WJIM YIOJTHOMOYCHHBIM WM JIMIIOM) TIpeJeNibHas OTITyCKHas IleHa
3a BTOPUYHYIO (TTOTPEOUTENIBCKYIO) YIIAKOBKY pEePEpPeHTHOTO JIEKapCTBEHHOIO
npernapara;

K, - TMOHWXaroumi  KO3(p(GULIHUEHT,  3HAYEHU  KOTOPOro

IPU  TOCYJAPCTBEHHOM  PETUCTPAlUM  IPEACIBHOM  OTHYCKHOM  LIEHBI
Ha  JIGKAPCTBCHHBIN npemnapar ONPEIECIAIOTCS B COOTBETCTBHUH
¢ nyHkramu 14 u 15 Hactosmieil mMeToaukd (MPOIEHTOB), C OKPYIJIECHHUEM
110 COTBIX.

B cnyuwae ecim 3aperucTpupoBaHHas IMpelelibHas OTIYCKHas IIeHa
Ha pe]epeHTHBIN JIEKapCTBEHHBIM TMIpenapar CHIKEHA B COOTBETCTBHH
¢ nyHkTtoM 41 IlpaBui HuXe 3aperuCTPUPOBAHHON MPEAEIbHON OTITYCKHOM
IIEHBI Ha BOCIIPOM3BEICHHBIN, OMO0AHAIOTOBBIN (OMOIOJ00HBI) JIEKAPCTBEHHBIHI
mpenapar, IpU pacdyeTe MNPEAeIbHbIX OTHYCKHBIX II€H MPOU3BOJMUTENICH
Ha TOCIEAYIOIIME BOCHPOM3BEICHHBIC, OWOaHAIOTOBBIE (OMOMOAOOHBIE)
JIEKapCTBEHHBIC TpEMapaThl MOHWXKAIONMN  KO3PPUIIUEHT TPHUHUMACTCS

PaBHBIM HYIJILO,

K, - xo3dduuueHT nepecyera JT03MPOBKU (KOHLEHTPALUH, aKTHBHOCTH

B €JIMHUIIAX JICHCTBHUS), ONPEACIIeMbIii KaK COOTHOIICHUE MEXTy KOJTUYCCTBOM
SIVHMI] JICHCTBYIOMIECTO BEIISCTBA B JIOBMPOBKE (KOHIEHTPAIIMH, aKTHBHOCTH
B €JIMHMIIAX JICMCTBUSI) BOCIIPOM3BEJICHHOTO, OMOaHATIOroBOro (O0UoIog00HOr0)
JIEKapCTBEHHOT'O IperapaTa U KOJWYSCTBOM SIUHUIL JICHCTBYIOMIETO BEIICCTBA
B J03UpOBKe (KOHIIGHTpAIlM¥, AaKTUBHOCTH B  CJWHMIIAX JICHCTBHS)

pedepeHTHOTO JIEKapCTBEHHOTO Mperapara;
Ky - kodddumument  mepecuera  (pacoBKHW,  OmNpeeIseMbIi

KaK COOTHOIICHHWE MEXIy KOJUYECTBOM JIEKAPCTBEHHOTO  Ipemapara
BO  BTOpPUYHON  (IMOTpeOUTENHCKOW)  YMAKOBKE  BOCIPOU3BEIEHHOTO,
010aHanoroBoro (OMONoI00HOr0) JEKAPCTBEHHOTO MpenapaTa U KOJIUYECTBOM
JIEKapCTBEHHOI'0 TpernapaTta BO BTOPUYHOM (MOTPEOUTETHCKOM) YHAKOBKE
peEPEHTHOrO JIEKApCTBEHHOIO IIpenapaTa.



13. IlpenenvHas OTIyCKHas II€Ha 3a BTOPUYHYIO (TIOTPEOUTENIBCKYIO)
yHNaKkoBKYy  pedepeHTHOro  JIEKapCTBEHHOrO0  Mpernapara  ONpeieliseTcs
KaKk MHUHUMalbHasi 3aperucTpupoBaHHas MpefeibHas OTIyCKHas IIeHa
Ha pedepeHTHBIH JICKapCTBEHHBIM Mpemapar ¢ TaKoW K€ J03UPOBKOM
(KOHIIEHTpallMe, AaKTUBHOCTHIO B €IWHUIIAX JIEUCTBHUSI) M TaKUM HKe
KOJIMYECTBOM JIEKAPCTBEHHOI'O Ipenapara BO BTOPUYHON (TIOTPEOUTENHCKOI)
yIaKkoBKe, YTO W  3asBII€MbId  BOCHPOM3BEACHHBIA, OMOAHAJIOTOBBIM
(6bnomoI00HBIN)  JIGKAPCTBEHHBIM  mpemapar, C  y4eTOM  CJIy4aes,
pe1yCMOTPEHHBIX MyHKTOM 28 [IpaBui.

B cinywae eciam He 3aperucTpupoBaHbl TMPEEbHbIE OTIYCKHbBIE IIEHbI
Ha pedepeHTHBI JIeKapCTBEHHBIM TMpenapaT ¢ TaKuM >K€ KOJUYECTBOM
JIEKapCTBEHHOI'0 IMpenapara BO BTOPUYHON (TOTPEOUTENHCKOM) YIAKOBKE,
YTO M 3a4BJIIEMbIA BOCIPOU3BEICHHBINA, OMOaHAIOroBbIA (OMOMOJOOHBIN)
JIEKapCTBEHHBIN Ipenapar, IeHa Ha BOCIPOU3BEIICHHBIN, OMOaHaTOTOBbIN
(6uomo00HBIN) JIEKapCTBEHHBIN IIpenapar OnpeieseTcs Kak CTOMMOCTb OJTHOM
JeKapcTBeHHOM  (opmbl  pedepeHTHOro  JIeKapCTBEHHOrO0  IMperapara,
YMHOXKE€HHasi Ha KOJMYECTBO JIEKAPCTBEHHOrO IIpernapara BO BTOPUYHOM
(MOTpeOUTENBCKOI) yIaKOBKe 3asBJISIEMOTO BOCIIPOU3BEACHHOTO,
OuoaHanoroBoro (O6MOMOO0OHOTO) JIEKAPCTBEHHOrO TMpenapara, IPH ITOM
ko3 duLMeHT nepecyeTa (GacoBKU COOTBETCTBEHHO PABEH €JIMHUIIE.

CrouMocTh OJTHOM JIeKapCTBEHHOM dbopMbI pedepeHTHOro
JIEKAapCTBEHHOI'0  Ipernapara  pAaCCUMTHIBAETCS  HUCXOAS M3 CPEIAHEro
apu(pMETUYECKOTO 3HAYEHUS 3apEeTUCTPUPOBAHHBIX IIeH Ha Onmxaiime
N0 3HAYEHHMIO KOJIMYECTBA pedepeHTHOro JIEKApCTBEHHOrO Ipemnapara
BO BTOPUYHOHN (MOTPEOUTENbCKOM) YNMAaKOBKE, B OTHOIIEHUU JIEKAPCTBEHHBIX
pernaparoB B JKUJIKUX JIEKQPCTBEHHBIX (opMax pacyeT CTOMMOCTH OJHOM
JEKapCTBEHHOM  (GOpMBI  OCYLIECTBISIETCS  HUCXOJs U3 CPEAHEro
apu(pMETUYECKOTO 3HAYEHUS 3apEeTUCTPUPOBAHHBIX IIeH Ha Onmxaiime
10 3HAYEHHIO KOJIMYECTBa JIEKAPCTBEHHOIO Mpernapara B IEpBUYHON yIIaKOBKeE.

B cinywae eciam He 3aperucTpupoBaHbl TMPEEbHbIE OTIYCKHbBIE IIEHbI
Ha pedepeHTHBIH JICKapCTBEHHBIM Mpemapar ¢ TaKoW K€ J03UPOBKOM
(KOHIIEHTpAallMel, aKTUBHOCTBbIO B EAMHHIAX JCUCTBUS), YTO M 3asBISEMBIi
BOCIIPOM3BECHHBIN,  OMOaHANOTOBBIM  (OMOMOJOOHBIN)  JIGKAPCTBEHHBIM
mpemnapar, IIeHa Ha BOCIPOW3BEJCHHBIA, OWOAHANOTOBBIM (OHOMOIOOHBIN)
JEKapCTBEHHBIM  MpernapaT  Ompejaenserca Kak  CTOMMOCTh  €JIMHHUIIbI
JEHUCTBYIONIETO  BEUIECTBA  pePEpeHTHOro  JIEKapCTBEHHOTO  Mperaparta,
YMHOXKE€HHAsi Ha KOJIMYECTBO €IUHUIL JIEUCTBYIOIIETO BEIECTBA 3asABIISIEMOTO
BOCIIPOM3BEJACHHOTO, OMOAaHAJIOroBOro  (O6MOMOJ00HOT0)  JIEKApPCTBEHHOTO



npenapara, Mnpu 3TOM KOA(DQPUIMEHT Mepecyera J03UPOBKHM COOTBETCTBEHHO
pPaBEH eJMHUIIE.

CTouMOCTh ~ €IUHUIIBI  JEHUCTBYIOLIEro  BeliecTBa  pedepeHTHOro
JIEKapCTBEHHOI'0  Mperapara  pacCUMTHIBAETCS  UCXOAS M3 CPEAHEro
apu(pMETUYECKOTO 3HAYEHUS 3apETUCTPUPOBAHHBIX IIeH Ha Onmxaimve
[0 3HAYEHUIO JO3UPOBKHU (KOHIIEHTpAIMU, aKTUBHOCTH B €IMHUIIAX JIEHCTBHUS)
pedepeHTHOro JIeKapCTBEHHOTO Mpernapara.

14. Ilpu pacyere mnpenebHONM OTHYCKHOM IIE€HBI Ha BOCHPOW3BEICHHBIN,
OroaHaoroBbIi (OMOMOI00HBIN) JIEKAPCTBEHHBIN Mperapar:

a) B CIy4yae €clid Ha JaTy nojadyd B MUHUCTEPCTBO 3/paBOOXPaHEHUS
Poccuiickonn @enepauuu 3asBICHUS O TOCYIJAPCTBEHHOW PETUCTpaLlUU
OpeleNbHON  OTHYCKHOM IIEHbl MPOM3BOAMUTENS ToCydapcTBa - 4iI€Ha
EBpasuiickoro 3KOHOMHYECKOTO COK03a Ha JIEKAPCTBEHHBIA  Mpernapar
HE 3aperucTpupoBaHa IMpejelibHas OTMYCKHas IIeHAa Ha BOCIPOU3BEJEHHBIM,
OnoaHaoroBbii (OMOMOO0HBIN) JIEKAPCTBEHHBIM Ipernapar MPOU3BOJIUTEIIS
rocyJapctBa - wieHa EBpa3uiickoro 3KOHOMHYECKOTO CO03a, OTHECEHHBIM
K OJIHOMY MEXJIYHapOJHOMY HEMaTeHTOBAaHHOMY HAaMMEHOBAHMUIO B TaKOHW e
JexkapcTBeHHOM ¢dopme (B TOM  4uciae € y4eToM  uHbopmanuu
0 B3aMMO3aMEHSAEMbIX JIEKAPCTBEHHBIX IIpemaparax Juisi MEIUIMHCKOTO
OpUMEHEHUs), UYTO M 3asABJIIEMbId BOCIPOM3BE/ICHHBIN, OHMOAHAJIOTOBBIM
(6romoI00HBIN) JIEKApPCTBEHHBIM — Mpemnapar, TMOHWKAKIMNH KodhPUIueHTt
orpejensieTcss Mo oJHOM u3 (opMyJs pacuera MOHWKAKIIUX KOI(DPUIIMEHTOB,
NPUMEHSIEMBIX TpPU pacyeTe NpPe/IeTbHON OTIYCKHOW IIE€Hbl MPOU3BOIUTEINS
HAa  TIEPBBIH  BOCIPOU3BEJCHHBIM,  OHOAHANOrOBbIK  (OHOMOIOOHBIN)
JIEKapCTBEHHBIN TMpenapar, a TakKe BOCIPOU3BE/ICHHbIN, OMOAaHATOTOBbIN
(6uono00HBIN) opdaHHBIM JIEKAPCTBEHHBIA Iperapar, MpeicTaBIsIeMOM
Ha TOCY/IapPCTBEHHYIO PErUCTPALIUIO, COTJIACHO MPHIIOKEHUIO Ne 6;

0) B cilyyae ecid Ha JaTy nojadyd B MUHHUCTEPCTBO 3[paBOOXpaHEHUS
Poccuiickonn @enepauuu 3asBICHUS O TOCYIJAPCTBEHHOW PETUCTpaLlUU
NpeiebHOM OTIYCKHOW II€Hbl JICKAPCTBEHHOTO IIpernapara HHOCTPAHHOTO
IPOM3BOJICTBA, B TOM UYHKCJIE MEpBUYHAS U (WJIM) BTOPUYHAS YIIAKOBKA KOTOPOTO
OCYUIECTBJISIETCS WJIM TEPBUYHYIO U (WJIM) BTOPUYHYIO YIIAKOBKY KOTOPOTO
IUTAaHUpYETCsl ocyiecTBIATh B Poccuiickoit denepaiuu, He 3aperucTpupoBaHa
npesienbHas OTIYCKHAash I1[€Ha Ha BOCIPOW3BEICHHBIM, OMOAaHAJIOTOBBIMI
(6uomoI00HBIN)  JIGKAPCTBEHHBIM  TpemapaTr, OTHECEHHBIH K  OJHOMY
MEXTYHapOIHOMY HENATEHTOBAHHOMY HAaUMEHOBAHUIO B TaKou
KE JIeKapcTBEHHOW ¢opme (B TOM uHclie C Yy4deToM HHGOpMALUH
0 B3aMMO3aMEHSAEMbIX JIEKAPCTBEHHBIX IIpemaparax Juisi MEIUIMHCKOTO
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OpPUMEHEHUs), UYTO M 3asABJIIEMbId BOCIPOM3BE/ICHHBIN, OMOAHAJIOTOBBIM
(6romoI00HBIN) JIEKAPCTBEHHBIM  Mpemnapar, TMOHWKAKIIMNH KodhPUIueHTt
OTIpEeJIeNISIETCS] B COOTBETCTBUU C MpuUiIokeHneM Ne 6 K HacTOsIIIel METOAUKE;

B) B clly4ae €CJIM Ha JaTy 1ojiayd B MUHHUCTEPCTBO 3/IpaBOOXpaHEHUS
Poccuiickonn @enepauuu 3asBICHUS O TOCYIJAPCTBEHHOW PETUCTpaLlUU
OpeleNbHON  OTHYCKHOM IIEHbl MPOM3BOAMUTENS ToCydapcTBa - 4iI€Ha
EBpasuiickoro 3KOHOMHYECKOTO COK03a Ha JIEKAPCTBEHHBIA  Mpernapar
3aperucTpupoBaHa IMpejesibHasl OTIYyCKHas I1[éHa Ha BOCIPOU3BE/ICHHBIN,
OnoaHaoroBbii (OMOMOO0HBIN) JIEKAPCTBEHHBIM Ipernapar MPOU3BOJIUTEIIS
rocyJapctBa - wieHa EBpa3uiickoro 3KOHOMHYECKOTO CO03a, OTHECEHHBIM
K OJIHOMY MEXJIYHapOJHOMY HEMaTeHTOBAaHHOMY HAaMMEHOBAHMUIO B TaKOHW e
JexkapcTBeHHOM ¢dopme (B TOM  4uciae € y4eToM  uHbopmanuu
0 B3aMMO3aMEHSAEMbIX JIEKAPCTBEHHBIX IIpemaparax Juisi MEIUIMHCKOTO
OpPUMEHEHUs), UYTO M 3asABJIIEMbId BOCIPOM3BE/ICHHBIN, OMOAHAJIOTOBBIM
(6romoI00HBIN) JIEKAPCTBEHHBIM — Mpemnapar, TMOHWKAKIIMNH KodhPuIueHt
ornpesensieTcs no oJAHON u3 (GopMyJl pacuera MOHIXKAKMIKMX KO3(h(PUIIMEHTOB,
NPUMEHSIEMBIX TpPU pacyeTe NpPe/IeTbHON OTIYCKHOW IIE€Hbl MPOU3BOIUTEINS
Ha BOCIIPOM3BEJICHHBIN, OMOAaHANOTOBbIN (OMOMOJOOHBIN) JIEKAPCTBEHHBIM
npernapar, NpPeACTaBlIIeMO Ha TOCYJapCTBEHHYIO PETUCTpAIUIO, COTJACHO
npunoxeHuro Ne 7;

r) B ClIyyae €ciid Ha Jary nojayd B MUHUCTEPCTBO 3/IpaBOOXPaHEHUS
Poccuiickon @enepanuu  3asBICHUST O TOCYAAPCTBEHHOM PErUCTpaLU
NpeiebHOM OTIYCKHOW II€Hbl JICKAPCTBEHHOTO IIpernapara HHOCTPAHHOTO
IPOM3BOJICTBA, B TOM UYHKCJIE MEpBUYHAS U (WJIM) BTOPUYHAS YIIAKOBKA KOTOPOTO
OCYUIECTBJISICTCS WU MEPBUYHYIO U (WIM) BTOPUYHYIO YMAaKOBKY KOTOPOTO
IUTAaHUpYETCSl ocylecTBiIATh B Poccuiickoit ®dexpepanuu, 3aperucTpupoBaHa
npesienbHas OTIYCKHAash I1[€Ha Ha BOCIPOW3BEICHHBIM, OMOAaHAJIOTOBBIMI
(6uomoI00HBIN)  JIGKAPCTBEHHBIM  TpemapaTr, OTHECEHHBIH K  OJHOMY
MEXTYHapOIHOMY HENATEHTOBAHHOMY HAaUMEHOBAHUIO B TaKou
KE JIeKapcTBEHHOW ¢opme (B TOM uHclie C Yy4deToM HHGOpMALUH
0 B3aMMO3aMEHSAEMbIX JIEKAPCTBEHHBIX IIpemaparax Juisi MEIUIMHCKOTO
OpUMEHEHUs), UYTO M 3asABJIIEMbId BOCIPOM3BE/ICHHBIN, OHMOAHAJIOTOBBIM
(6romoI00HBIN) JIEKApPCTBEHHBIM — Mpemnapar, TMOHWKAKIMNH KodhPUIueHTt
OTIpEeJIeNISIETCS] B COOTBETCTBUU C MpuUiIokeHneM Ne 7 K HacTosIIIel METOAUKE;

M) B clOydasX, TpH  KOTOPBIX B  paMKaX  MEXIYHapOJHOTO
HENAaTEHTOBAaHHOTO HAMMEHOBAHUS M JIEKAPCTBEHHOUW (opMbl Ha pedepeHTHBI
JIEKapCTBEHHBI  MpernapaT 3aperucCTPUPOBAHbI  pa3JIMYHbIE  MpE/eNIbHbIE
OTIYCKHBIE II€Hbl, MpPUMEHSETCA cpeaHee apupMeTUYecKoe 3HadyeHHe
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TIOHIDKAIOMIETO KO3 PUIMeHTA, paccuuTaHHOE Ha OCHOBaHUU
3apETUCTPUPOBAHHBIX MPEACIbHBIX OTIMYCKHBIX IIEH Ha pedepeHTHBIH
JeKapCTBEHHBIN TIperapar, 3a HCKJIIYEHHEM CiIy4daeB, TpPH KOTOPBIX
MOHWKAONINHA KOA((DUIIUEHT paBeH HYIIIO.

15.B OTHOIIIEHUH! BOCTIPOM3BEICHHOTO, OM0aHAIOTOBOTO
(buono06HOT0) OpdaHHOTO JIEKAPCTBEHHOI'O Iperapara MOHWKAOIIHUM
KOOPQPUIIMEHT ONpeneNseTcs B COOTBETCTBUU C MpuiIokeHneM Ne 6
K HACTOAINIEH METOAMKE JUJIi  BOCIPOM3BEACHHOTO, OHOaHAIOTOBOTO
(6romno06HOT0) Op(haHHOTO JIEKAPCTBEHHOTO Tpernapara.

16. B ciayyae oTCyTCTBHUS B paMKaxX MEXyHApOJHOTO HEMATCHTOBAHHOTO
HAaMECHOBAaHUs W JICKApPCTBEHHOH (OpMBI pedEepeHTHOTO JIEKAPCTBEHHOTO
npernapara Wid B cily4ae, €cli Ipe/esibHas OTIYCKHas IIeHa Ha pedepeHTHBIH
JICKapCTBEHHBIN IpemapaT He 3aperucTpUpOBaHa, Jep)KaTelb WU BIajeliell
PETUCTPAIIMOHHOTO  YJIOCTOBEPCHHSI (YnosTHOMO4YeHHOE UM JIHIIO)
BOCIIPOM3BEJCHHOTO, OMOAaHAJIOroBOro  (OMOMOJ00HOT0)  JIEKApPCTBEHHOIO
npernapara TpPeJCTaBIsIeT JJs TOCYAApCTBEHHOW PETHUCTpAIlliU IpeaebHYO
OTIyCKHYIO II€Hy Ha JIGKApCTBEHHBIM TMpemnapar, He MPEBBIIAIONIYIO
ey (Lypy ) (py0ieit), paccunTanHyo o opmyre:

_100-K,

= M % K x K )
I‘IﬂpM HM 100 bm M

re:

I1,, - MakcumanbHas 3aperuCTPUPOBAHHAS MPEACIIbHAS OTIYCKHAs IicHa
3a BTOPUYHYIO (IOTPEOUTENBCKYIO) YHAKOBKY JIEKAPCTBEHHOr'O Iperapara,
KOTOPBIM COBNAJAET MO MEXIyHApPOJHOMY HEMATEHTOBAHHOMY HAaUMEHOBAHUIO
U JeKapcTBEHHOM  (opMe ¢  BOCHPOU3BEICHHBIM,  OHOAHAIOTOBBIM
(OnonoOOHBIM)  JIEKAPCTBEHHBIM —MPENAapaToM, B OTHOLIEHHUU KOTOPOTO
IUIAaHUPYETC K TOCYJApCTBEHHOW PErucTpaluy IMpefesbHas OTIIyCKHas IEHa,

oInpeJieieHHasl B COOTBETCTBHHM € MMyHKTOM 17 Hacrosieit Mmeroauku (pyoei);

K,, - TOHWKalMmMUi  KO3QPHUIHEHT, 3HAYEHHs  KOTOpOro

OpyU  TOCYIapCTBEHHOM  pErucTpaliyd  MNpeAeNbHOW  OTIYCKHOM  IEHBI
Ha JIEKAPCTBEHHBIA Mpemnapar ONPENENslOTCS B COOTBETCTBUM C IYHKTOM 18
HACTOSIIIIEH METOAMKHU (IIPOLIEHTOB), C OKPYTJIEHUEM JI0 COTHIX.

B cmywae ecnm B pamMKax MEXIYyHApOJAHOTO HEMATEHTOBAHHOTO
HAaUMEHOBAaHUSA M JIEKAPCTBEHHOM (OpMBI TMpejenbHas OTHYCKHAas IIeHa
Ha  pedepeHTHbIl  JIeKapCTBEHHBIA  Tpemapar HE  3aperucTpupoBaHa
M 3aperucTpuUpoBaHa  IMpejelibHas  OTIYCKHas  IleHa  [POU3BOUTEINS
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Ha BOCIIPOM3BEJICHHBIN, OMOaHANOTOBbIN (OMOMOJOOHBIN) JIEKAPCTBEHHBIM
npenapar ¢ yuetoMm TpeOoBaHuii myHkTa 11 HacTosiel MEeTOIUKY, IPU pacyeTe
NpeiebHbIX OTIYCKHBIX II€H IMPOU3BOJUTENCH Ha BTOPbIE U TOCIEAYIOIIHE
BOCIIPOM3BEICHHbIE,  OMoaHaloroBble  (OMOMOMOOHBIE)  JICKAPCTBEHHBIC
npenapaTthl NOHWKAOIMUNA KOAOPUIIMEHT IPUHUMAETCS PaBHBIM HYJIIO.

B cnywae pacyera mpenesibHOM OTHYCKHOW IIEHBI Ha JIEKAPCTBECHHBIN
npemnapar, B paMKax  PErucTPallMOHHOTO  YJIOCTOBEPEHHS]  KOTOPOTO
3aperucTpUupoBaHHas  IleHa  OMpeleleHa  Kak  MakcMMajbHas  IIeHa
B COOTBETCTBUM C TIYHKTOM 17 HacTosle METOAUKH, MOHIKAIOIIHMA
K03 (QUIIMEHT MPUHUMAETCS PABHBIM HYIIIO.

B cmywae ecnm B pamMKax MEXIYyHApOJAHOTO HEMAaTEHTOBAHHOTO
HAaUMEHOBAaHUSA M JIGKAPCTBEHHOM (OpMBI MpenenbHas OTHYCKHAas IIeHa
Ha pedepeHTHbI opdaHHBIN JIEKAPCTBEHHBIN MpernapaT He 3aperucTpupoBaHa
M 3aperucTpUpoBaHa  TMpejelibHas  OTIYCKHAas  IleHa  [POU3BOIUTEINS
Ha  BOCHPOU3BEJICHHBIM, OMoaHANOroBbIH  (OMOMOAOOHBIN)  OpdaHHBIM
JIEKapCTBEHHBIM TMpemnapar, IMpU pacuere MpeAesibHBIX OTIYCKHBIX IIE€H
OpOM3BOAMUTENIEH Ha  BTOpPbIE W TMOCIEAYIOIIME  BOCIPOU3BEJCHHBIE,
OouoananoroBbie (Ouornoo0HBIC) oOpdaHHBIE JIEKAPCTBEHHBIC IIpenapaThl

MOHIKAOMINKN KO3 GUIIMEHT TPUHUMAETCS PABHBIM HYJIIO;
Ky - COOTHOIICHHE MEKIY KOJIMYECTBOM JICKaPCTBEHHOIO Mperapara

BO  BTOpPUYHON  (IOTpeOUTENBCKOW)  YMAKOBKE  BOCIPOU3BEIEHHOTO,
OnoaHaIoroBOro (OMOMOJAOOHOT0) JIEKapCTBEHHOTO Tpernapara, B OTHOIICHUH
KOTOPOTO TUIAHUPYETCS K TOCYJAapCTBEHHOW pETUCTpalMH TpeaenbHas
OTITyCKHAsl II€HA, W KOJMYECTBOM JICKAPCTBEHHOTO IpermapaTa BO BTOPHYHOMA
(mOTpeOUTENbCKOM) YIIAKOBKE JIEKAPCTBEHHOrO Ipemnapara, IieHa Ha KOTOpPHI
3apeTUCTpUpOBaHA W KOTOPHIM  COBMAAAaeT MO  MEXAYHApOIHOMY
HENaTCHTOBAHHOMY HaMEHOBAHUIO " JIeKapCTBCHHON dopme
C BOCIPOU3BEJCHHBIM, OHMOAHAJOTrOBbIM (OMOMOJIOOHBIM) JIEKAPCTBEHHBIM
npermapaToM, B OTHOIICHWHM KOTOPOTO IUIAHUPYETCS K TOCYJIapCTBEHHOMN

perucTpauuu rnpeaeinbHas OTIyCKHas 1IEHa;

KHM - COOTHOIICHHUC MCKIAY KOJIUYCCTBOM CAWMHMIL ,Z[eﬁCTBYIOH_IeI‘O

BEII[ECTBA B JIO3UPOBKE (KOHIICHTPAIMH, aKTUBHOCTH B €IWHUIIAX JICHCTBUS)
BOCITPOU3BEJIEHHOTO, OMOAaHAIOTOBOTO  (OMOTMOMOOHOT0)  JIEKAPCTBEHHOTO
mpemnapara, B OTHOIIEHWHW KOTOPOTO IUIAHUPYETCA K TOCYIapCTBEHHOM
perucTpanu TpeneibHas OTIYyCKHAas I1IeHa, © KOJUYECTBOM  EIUHUIL
JNEUCTBYIOIIETO BEIIeCTBA B  JO3UPOBKE (KOHUEHTpPALUHM, AKTUBHOCTH
B eIMHUIAX JEHCTBUA) JIEKAPCTBEHHOTO TMperapaTra, IIeHa Ha KOTOPBIM
3aperUCTpUpOBaHa W  KOTOPBIA  COBMAgaeT IO  MEXAYHApOJIHOMY
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HETIaTeHTOBAaHHOMY HaMEHOBAaHUIO U JIeKapCTBCHHON dopme
C BOCIIPOM3BEJCHHBIM, OHOAHAIOTOBBIM (OMOMOMIOOHBIM) JIEKAPCTBEHHBIM
npernaparoM, B OTHOIIEHWH KOTOPOTO IUIAHHPYETCS K TOCYJapCTBEHHOM
pPETUCTpAINU TIPEIeTbHAs OTITYCKHAS IICHA.

17. MakcumarnpHass IIeHa OMNpEACNseTCs KaK 3aperucTpUpOBaHHAS
(mepeperucTpupoBaHHass) TMpelneibHas OTIyCKHAs IleHa 3a BTOPUYHYIO
(TOTPEeOUTENIbCKYI0) YIMAKOBKY JIEKAPCTBEHHOTO TIperapara, OTHECEHHOTO
K  OJHOMY  MEXKIYHapOJHOMY  HEMAaTEHTOBAaHHOMY  HAWMEHOBAHHIO
C 3asBISIEMBIM  BOCIPOU3BEACHHBIM, OHOAHAJIOTOBBHIM  (OMOIOTOOHBIM)
JICKapCTBEHHBIM TIPENapaToM B TaKUX XKe JIEKApCTBEHHOU (hopme (B TOM Ymcie
C ydeTroM WHGOpPMAIMU O B3aMMO3aMCHSIEMBIX JIEKAPCTBEHHBIX Ipenaparax
1T MEAWIIMHCKOTO MPUMEHEHUS) M JIO3UPOBKE (KOHICHTpAIUU, aKTHBHOCTH
B CIMHUIAX JCHCTBUS), C MAaKCHMAJILHOW CTOMMOCTBIO OJTHOW JIEKapCTBEHHOM
hopMBI.

B cnydae ecnm 3apeructpupoBaHa (IEepeperucTpUpOBaHa) MpeneiabHas
OTITyCKHAsl IIeHAa Ha TaKOW JIGKApCTBEHHBIA IMpernapaTr, KOTOPHIA COBMAIaeT
M0 KOJHMYECTBY BO BTOPHYHOW (MOTPEOHMTENHCKOM) YIaKOBKE C 3asBIISEMBIM
BOCIIPOM3BEJCHHBIM,  OHOaHAJOTOBHIM  (OHMOIOJO0OHBIM)  JIEKAPCTBEHHBIM
mpernaparoM, — MakCHMajbHas ~ IleHa  ONpeAeNseTcss  KaK  TOCIEIHSS
3aperucTpupoBaHHas (MEepeperucTpUPOBaHHAsI) TIpEJe/ibHAs OTIYCKHAas IIeHa
Ha TaKoW JICKapCTBEHHBIN Mpenapar.

B cnyuae ecnu Ha TakoW JIeKapCTBEHHBIM IIpemapaT B paMmKax
PETUCTPALIMOHHOTO yIOCTOBEPEHUS JICKapCTBEHHOTO npernapara
HE 3apeTUCTPHUPOBAHBI MPEACTBHBIC OTIYCKHBIC IIEHBI C TAKUM K€ KOJTHYECTBOM
JICKapCTBEHHOTO TIperapara BO BTOPUYHOH (MMOTPEOUTENHCKON) YIaKOBKE,
YTO W 3asBIIIEMBI BOCIPOWM3BEIACHHBIN, OMOAHAIOTOBBIN (OMOMOAOOHBIN)
JICKapCTBEHHBIN IpemnapaT, MakCUMallbHas IIeHa OIpeNesseTcsl Kak CTOMMOCTh
OTHOW  JICKAPCTBEHHOH (OpPMBI  TaKOro  JIGKAPCTBEHHOTO  Ipemnapara,
YMHOXECHHasi Ha KOJMYECTBO JIEKAPCTBEHHOTO IIperapaTta BO BTOPUYHOMN
(TOTpeOuTENBbCKON) yIaKOBKE 3asBJIIEMOTO BOCTIPOM3BEICHHOTO,
OuoaHanoroBoro (O6MOMOO0OHOTO) JIEKAPCTBEHHOrO TMpenapara, IPH ITOM
KO3 PUIINEHT, YKa3aHHBIN B ab3alie AeBATOM IyHKTa 16 HACTOSIICH METOINKH,
COOTBETCTBEHHO PAaBEH CIUHUIIC.

CTouMOCTh OJIHOM JIEKapCTBEHHON (HhOPMBI TaKOTO JIEKAPCTBEHHOTO
npernapara pacCUYUTHIBACTCS MCXOMS U3 CPETHETO apu(METHIECKOTO 3HAYCHHUSI
3apETUCTPUPOBAHHBIX I[I€H Ha ONWKaliue 1Mo 3HAYCHUI0 KOJIHMYECTBA
JICKapCTBEHHOTO TMpernapaTta BO BTOPHYHOW (MOTPEOUTENbCKON) YyITaKOBKE
TaKOTO JIEKAPCTBEHHOTO TperapaTa, B OTHOIICHUH JICKAPCTBEHHBIX MPENnapaToB
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B JKMJIKUX JIEKAPCTBEHHBIX (pOpMax pacueT CTOMMOCTH OJIHOM JIEKapCTBEHHOM
(GbopMBl OCYIIIECTBIIICTCA MCXOASl M3 CPEAHEro apu(pMETUYECKOro 3HAUYCHHUS
3apEeruCTPUPOBAHHBIX I1I€H Ha OjmkKailline 10 3HAYEHUIO0 KOJIMYecTBa
JIEKapCTBEHHOTIO Mpenapara B IEPBUYHON yIIaKOBKE.

B cinywae eciam He 3aperucTpupoBaHbl TMPEEbHbIE OTIYCKHbBIE IIEHbI
Ha TaKOW JICKAPCTBEHHBIM Mpernapar ¢ TaKoW K€ JO3UPOBKOU (KOHILIEHTpaIUEH,
aKTUBHOCTBIO B €AMHUIAX JCHCTBUS), YTO M 3asBJISEMbII BOCIPOU3BEICHHBIM,
OnoaHanoroBbii (OMOMOMOOHBIN) JIEKAPCTBEHHBIM TNIpernapar, MaKcUMajbHas
[IEHa OIpeeIIsieTCs] KaK CTOMMOCTb €IMHUIIbI JIEWCTBYIOIIETO BEIIeCTBa TaKOTO
JEKapCTBEHHOI0  Ipemapara, YMHOXEHHass Ha  KOJMYECTBO  €IUHUIL
JIEHUCTBYIOUIETO BEIECTBA 3asBIIIEMOr0 BOCIPOU3BEJICHHOI0, OMOaHAIOrOBOTO
(6romo00HOT0)  JIEKApCTBEHHOI'O IIpenaparta, Ipud 3ToM  Kod(duIueHT,
yKa3aHHbI B ab3ame JecaroM MyHKTa 16 HacTosIed MEeTOIMKH,
COOTBETCTBEHHO PaBEH €IMHUIIE.

CTOUMOCTh €MHUIIBI JEHCTBYIOUIETO BEIIECTBA TAKOI'O JIEKAPCTBEHHOTO
npernapara pacCUMTHIBAETCS UCXOJs U3 CPEeIHEro apupMeTHuecKoro 3HauYeHHUs
3apEruCTPUPOBAHHBIX IIeH Ha OMKailiiue 1Mo 3HAYEHUIO JI03UPOBKHU
(KOHIIEHTpAIIMH, AaKTUBHOCTH B €IMHUIIAX JEHCTBUSA).

18. Ionmxkaromuii K03PGUIMEHT TPU pacyeTe NPeeIbHBIX OTITYCKHBIX
[IEH Ha BOCIIPOM3BEJIEHHbIE, OMoaHaorobbie (OMOMOAOOHBIC) JIEKAPCTBEHHBIE
npernaparbl  ONpENEeNsieTcsi B COOTBETCTBUM C YPOBHEM MaKCHUMAaJbHOM
3apErUCTPUPOBAHHOM  MPENEIbHOM  OTHYCKHOM ILEHbl 33  BTOPUYHYIO
(mOTpebUTENbCKY0) YIIAaKOBKY JIEKAPCTBEHHOTO Mperapara, KOTOPbIi COBMaIaeT
0 MEXJIYHapOJHOMY HENAaTeHTOBAHHOMY HAaWMEHOBAHMIO U JIEKAPCTBEHHOM
dhopme C BOCITPOM3BEICHHBIM, OMOaHAIOTOBBIM (61oI0106HBIM)
JIEKapCTBEHHBIM MPENapaTOM U PACCUUTHIBAETCA B COOTBETCTBUM C MyHKTOM 14
HACTOSIIIIEH METOUKH.

B ciydasix, mpu KOTOpBIX Ha JIEKapCTBEHHBIN IIpenapar, [ieHa Ha KOTOPbIN
orpejieieHa KaK MaKCHUMallbHas 3aperucTpUpOBaHHAs MpeJieibHas OTIIYCKHAs
[IEHAa B COOTBETCTBMM C TpeOOBaHUAMM IyHKTa 17 HacTosled METOJIUKH,
3aperucCTPUPOBAHBI TPEACIIbHbIE OTIYCKHBIE 1I€Hbl HAa Pa3ju4HbIEe JTO3UPOBKU
(KOHIIEHTpAllMKM, AKTUBHOCTH B E€IUHUIAX JIEUCTBHS) U (WIM) KOJIMYECTBA
JIEKapCTBEHHOI'0 IMpenapara BO BTOPUYHON (TIOTPEOUTENHCKOM) YIAKOBKE,
OpUMEHsieTCsT  cpeliHee  apudmeTHueckoe  3HAUeHHE  MOHMKAIOIIETO
ko3 dUIeHTa, PACCUUTAHHOE C YUYETOM MAaKCHUMAaJbHON CTOMMOCTH €IUHUIIBI
JEHCTBYIOLIETO BEIIECTBA TaKoro JIEKapCTBEHHOTO npenapara
WIK JIEKAPCTBEHHOM (OpMbI, 3a MCKIIOYEHHUEM CIIy4aeB, MpPHU KOTOPBIX
MOHIKAOMINKN KO3 UIIMEHT paBeH HYIIIO.
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IV. Pacuer cpeaHeB3BenIeHHON (DAKTUUECKOM OTITYCKHOM IIEHBI
Ha JICKapCTBEHHBIN Mpenapar MPOU3BOIUTEIS TOCYIapCTBA - YICHA
EBpa3niickoro 5KOHOMHUYECKOTO COK3a U JIEKaPCTBEHHBIN Ipenapar
WHOCTPAHHOTO MPOU3BOACTBA, IEPBUYHAS U (WJIM) BTOPUYHAS
YIAKOBKa KOTOPOT'O OCYIIECTBISAETCS WIM NEPBUYHYIO U (UITM) BTOPUUHYIO
YIIAKOBKY KOTOPOI'0 INIAaHUPYETCS OCYILIECTBIATH B Poccuiickont denepannn

19. Pacuer  cpenHeB3BEemIEHHON  (AKTUYECKOM  OTIHYCKHOW  IIEHBI
Ha KOHKPETHBIM JIEKapCTBEHHBIM Mpenapar NPOU3BOAUTENSA TOCyNapcTBa -
yieHa EBpa3uiickoro 53KOHOMHUYECKOro coro3a U (WiIM) JIEKapCTBEHHBIM
npenapar HMHOCTPAHHOTO IMPOU3BOJICTBA, IEpBUYHASA U (WIM) BTOPUYHAS
YIAKOBKa KOTOPOI'O OCYIIECTBIISIETCS WM MNEPBUYHYIO U (WIM) BTOPUYHYIO
YIIAKOBKY KOTOPOI0 IUIAHUPYETCA OCYLIECTBIATH B Poccuiickonn ®enepanuu,
IIPOU3BOAMTCS 332 OTYETHBIA IEPUOJ, NMPENYCMOTPEHHBIM HyHKTamu 26 u 40
IIpaBmwi, Ha OCHOBAaHMM CBEICHHM, IPEIyCMOTPEHHBIX IpuioxeHueMm Ne 2
K Hacrosulell MeToJauKe, U (WIM) CBEIEHUHA U3 CHCTEMbl MOHHUTOPHUHIA
JIBIKCHUS JIEKAPCTBEHHBIX IIPENApaToOB I MEIWIMHCKOrO TNPUMEHEHHUS
00 oOpeMax © IIeHaX BBO3a JIEKAPCTBEHHOTO TMpernapara HHOCTPAHHOTO
MPOM3BOJICTBA, HAXOMAILIETOCS B OOpalleHud Ha TeppuTopun Poccuiickoi
denepanum.

[Ipu pacyere TakoW CpeaHEB3BEHIEHHON (DAKTUYECKON OTIMYCKHOM IICHBI
YUHUTBIBAIOTCS CBEAEHUS 00 00beMax OTITyCKa MPOU3BOAMTENIEM U OTIIYCKHBIX
LIEHAX Ha JICKAPCTBEHHBINM IIperapar 3a OTYETHBIA IEPUOA, IPELYyCMOTPEHHBIN
nyHkToMm 26  IlpaBwi, 1o BCEM MNPOU3BOJUTENSIM B paMKax OIHOTO
PErUCTPAllMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOrO Impemnapara. Ilpm stom
B Cily4dae, €CiId B paMKax OJHOIO PETUCTPALMOHHOTO YIOCTOBEPEHHUS
JIEKapCTBEHHOI'O IIpenapaTra 3aperucTpUpOBaHbl MIPEJAEIbHBIE OTIYCKHBIE L[EHBI
Ha JIGKapCTBEHHBIM IIpenapar MPOU3BOAMTENS TIOCyJapcTBa - 4ieHa
EBpa3niickoro 3KOHOMHMYECKOTO CO03a, IIPU pacyeTe CPEAHEB3BEIICHHON
(bakTUYecKO  OTHYCKHOM IEHBl Uil TOCYJapCTBEHHOM  perucTpariu
IIPEAENbHBIX OTIYCKHBIX LIEH Ha 3TOT JIEKAPCTBEHHBIN NpenapaTr HHOCTPAHHOTO
IIPOU3BOJCTBA, IMEpBUYHAsA W (MJIM) BTOPUYHAs  yYHNAKOBKAa  KOTOPOTO
OCYLIECTBJISIETCS WM MEPBUYHYIO U (WIM) BTOPUYHYIO YMAKOBKY KOTOPOTO
IJIaHupyeTcss ocywecTBiasATh B Poccuiickonn depepaunn, HE YUYUTHIBAKOTCS
cBefeHus 00 o0beMax OTIycKa JIEKApCTBEHHOTO Mperapara MpOU3BOAUTEIEM
rocyJlapcTBa - wieHa EBpa3HiiCKOro 3KOHOMMYECKOI'O COK03a M OTIIyCKHBIX
LIEHAX Ha HETO.
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Pacuer CpPEIIHEB3BEUICHHOU dbakTHYeCcKou OTITYCKHOM LEHBI
Ha JIEKAPCTBEHHBIA MpenapaT OCYUIECTBIISIETCS C y4eTOM BceX (opM BhIMycKa
(YrakoBKH, KOMIUIEKTHOCTH) JIEKAPCTBEHHOTO TMIpernapara, 3a HCKIIOYEHHEM
CJIy4aeB, IPEyCMOTPEHHBIX MYHKTOM 28 [IpaBui.

20. Cpennes3BenieHHasi (pakTUyeckas OTHYCKHAas I[€HA MPOU3BOJUTENS
rocyJ1apcTBa - ujgeHa EBpa3zuiickoro 5JKOHOMHUYECKOIO COK03a Ha JIEKAPCTBEHHBIM
npernapar (yka3blBaeTcs [0 TOPrOBOMY HAaWMEHOBAHUIO, MEXIYHAPOIHOMY
HEMaTEHTOBAaHHOMY HAMMEHOBAHUIO, JO3UPOBKE (KOHIEHTpAlWHU, aKTUBHOCTH
B €JIMHHUIIAX JEHCTBHUA), JEKAPCTBEHHON (opme, KOIMYECTBY JIEKApCTBEHHOTO
npernapara BO BTOPUYHOU (MOTPEOUTEIHCKOM) YMakoOBKE (KOJWYECTBY 103
B yINakoBKe, 00bEMYy) B paMKaX pEruCTPAllMOHHOTO YJIOCTOBEPEHHUS
JEKapCTBEHHOI'0  Mpenapara, OTIPYKEHHBbII NPOU3BOJUTENEM B  aJpec

JTUCTPUOBIOTOPOB B IEJISAX TMOCIEAYIOMIEH peaau3aluy 3a OTYETHBIM IMEepUoI,

npexycMoTpeHHbI nmyHkToM 26 Ilpasun, (Il ) (pyOueit), ompexnensercs

o ¢opmyre:

K
ucom _ Z (Hq)om X OTH) ’

K06LL10Tn

rje:

Wyorn - (akTuyeckas OTIYCKHAs LEHa IPOM3BOAMTEINS rOCYAapCTBa -
yieHa EBpa3WiiCKOrO0 JKOHOMHYECKOTO COK3a 3a OJHY BTOPHUYHYIO
(MOTpeOUTENbCKYI0) YIAKOBKY JICKAPCTBEHHOTO Tpemapara (yKas3bIBaeTcCs
[0 TOPrOBOMY HAMMEHOBAHHUIO, MEXIYHApOAHOMY HEMNAaTeHTOBAaHHOMY
HAaUMEHOBAHUIO, JIO3UPOBKE (KOHILIEHTPALIMM, AaKTUBHOCTHM B  EIMHUIAX
JEHCTBUSA), JIEKAPCTBEHHOU (opMe, KOJIMYECTBY JIEKAPCTBEHHOTO Mpemnapara
BO BTOPUYHON (MOTPEOUTENHCKOM) YIMAaKOBKE (KOJMYECTBY 103 B YIAKOBKE,
o0bemy) (pyOieii);

K.y, - KOJHMYECTBO BTOPUYHBIX (IOTPEOUTEIBCKUX)  YIAKOBOK

JIEKapCTBEHHOro mpenapara (yKa3bIBaeTcs IO TOProBOMY HaWMEHOBAHMIO,
MEXIYHapOJIHOMY HEMaTEeHTOBAaHHOMY HAaMMEHOBAHUIO, JIO3UPOBKE
(KOHIIEHTpaIlMKM, AaKTUBHOCTU B €IMHMIIAX JEHUCTBUS), JEKApPCTBEHHON (opme,
KOJIMYECTBY JICKAPCTBEHHOTO TMpernapara BO BTOPUYHOU (TOTPEOUTETHCKOMN)
yHakoBKe (KOJIMYECTBY /103 B YIIAKOBKE, 00bEMY) IPOU3BOAMUTENS TOCY1apCTBA -
yieHa EBpa3uiickoro 3KOHOMHUYECKOTO COK03a, OTIPYKEHHOTO MPOU3BOJUTENIEM
B aJipec JUCTPUOBIOTOPOB C LIEJBbIO MOCIEAYIOUIEH pealn3aluu 3a OTYETHBIM
NepHo/Jl, IPeyCMOTPEHHbIN TyHKTOM 26 IIpaBui, 1o oiHO# 11eHe (IUTYK);
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K

JIEKapCTBEHHOro mpenapara (yKa3bIBaeTcs IO TOProBOMY HaWMEHOBAHMIO,

oGmorn - OOIIEEC KOINMYECTBO BTOPUYHBIX (IIOTPEOMTENILCKHUX) yIIAKOBOK

MEXIYHapOIHOMY HEMaTEHTOBAaHHOMY HAaUMEHOBAHUIO, JO3UPOBKE
(KOHIIEHTpallK, aKTUBHOCTU B €IMHUIIAX JEHUCTBUS), JEKApCTBEHHOM (opme,
KOJIMYECTBY JICKAPCTBEHHOTO TMpenapara BO BTOPUYHOU (TOTPEOUTENTHCKOMN)
yIaKoOBKe (KOJIMYECTBY 703 B YIAKOBKE, 00BEMY) MPOU3BOJUTENEH rOCY1apCTB -
yiIeHOB EBpa3uiickoro 3KOHOMHYECKOTO COK03a B paMKaxX PErucTpalmoOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOTr'O MperapaTa, MPOU3BEIEHHOIO U OTIPYKEHHOTO
MPOU3BOAMTENIEM B aJapec JAUCTPUOBIOTOPOB C LEIBI0  MOCIEAYIOIIEH
peanu3anuy 3a OTYETHBIM NEPUOJ, IMPEIyCMOTPEHHBIM NyHKTOM 26 IIpaBun
(mryk). M3 o00mero koiuyecTBa MCKIIOYAIOTCA JKCIOPTHBIE TMOCTABKH,
MOCTaBKH, OCYILIECTBJIEHHBIE B paMKaX pa3JIMYHbIX BHJIOB T'yMaHHUTapHOU
MOMOIIM, W  [OCTaBKM  JIGKapCTBEHHBIX  MpemaparoB B  paMKax
0JIarOTBOPUTEIBHOCTH, a TaKK€ TIIOCTaBKU JIEKAPCTBEHHBIX IpenapaToB
C OCTaTOYHBIM CPOKOM rogHOCTH MeHee 10 mponeHToB.

21. CpenneB3BenieHHas (pakTUYecKas OTIYCKHas LEHA JIEKapCTBEHHOTO
npenapara HMHOCTPAHHOTO MPOU3BOJCTBA, IMEpBUYHASA U (WIM) BTOPUYHAS
yIOaKOBKa KOTOPOIO OCYHIIECTBIISIETCS WM MEPBUYHYIO U (WIM) BTOPUUYHYIO
YIIAKOBKY KOTOPOTO IUIAHUPYETCS OCYHIECTBIATH B Poccuiickoit Deneparuu
(Yyka3pIBaeTcs o TOPrOBOMY HAaMMEHOBAHUIO, MEXIYHAPOTHOMY
HEMaTEHTOBAaHHOMY HAMMEHOBAHUIO, JO3UPOBKE (KOHIIEHTPALMH, AKTUBHOCTH
B CIWHUIIAX JEHCTBUS), JIEKAPCTBEHHOW (popMe, KOJIMYECTBY JIEKApCTBEHHOTO
npenapara BO BTOPUYHOU (IMOTPEOUTEIBCKOM) YyMakOBKE (KOJUYECTBY 03
B yOAakoBKe, O00BEMY) B paMKaxX pErucTpalMOHHOIO YJIOCTOBEPEHHUS
JEKapCTBEHHOI'O0 Mperapara, OTIPY>KEHHOTO MPOU3BOAMUTENIEM B  aJpec
TUCTPUOBIOTOPOB B LENAX MOCIEAYIOIIEH pealu3aluu 3a OTYETHBIA NEPHO/,
peaycCMOTpeHHbIA MyHKTOM 26 [IpaBun (pyOneit), onpeaensercs no ¢opmyie,
IIPUBEICHHON B MyHKTE 20 HACTOSAIIENH METOIUKH.

V. PacueT peHTabeNbHOCTH JIs IEKapCTBEHHOIO Mpernapara
POU3BOIUTENS TOCYAapCTBa - WwieHa EBpazuiickoro 3KOHOMHUYECKOTO
COI03a IIPU MEPEPETUCTPALIUU NIPEAETBHON OTITYCKHOM LIEHBI
Ha JIEKApCTBEHHBIN IIpenapaT

22.Pacyer u 00OOCHOBaHUE pACXOJIOB, CBS3aHHBIX C pPa3pabOTKOM,
MPOU3BOACTBOM U peaju3aliel JIeKapCTBEHHOTO IMpernapaTa MpPOU3BOIUTEINS
rocyaapctsa - ujieHa EBpa3uiickoro 3KOHOMHYECKOTO COI03a, MPEeACTaBIsIEMOM
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Ha TMEPEPEerucTpaluio MpeaeIbHOM OTIYCKHOW II€Hbl Ha JIEKAPCTBEHHBIM
npenapar, OCyUIECTBISETCS COTJacHO MpUiIoKeHnto No 8.

23. PacueT peHTa0eNbHOCTH JIEKAaPCTBEHHOTO Npernapara 3a OTYETHBIN
nepuo/, npexycMoTpeHHbiil myHkToM 40 [IpaBui, ocyiiecTBiIseTcs Mo KaxaoMy
POU3BOJIUTENIO TOCYJIapCTBa - WieHa EBpa3uilckoro sKOHOMHUYECKOTO COH3a
B paMKax OJIHOTO PETrMCTPAllMOHHOTO YJIOCTOBEPEHMs JIEKApCTBEHHOTO
npernapara.

24. I1pu nepeperucTpaiyy npeaeabHON OTIMYCKHOM II€Hbl MPOU3BOIUTENS
rocyJapcTsa - wieHa EBpa3uiickoro 5JKOHOMUYECKOI0 COK03a Ha JICKaPCTBEHHBIM

npenapaTr, HaxOAMBIIWNCS B oOpallleHMH Ha Tepputopun Poccuiickoit
®enepannn, (aKTHYCCKUA  ypOBEHb peHTabenbHOCTH npopykuuu (Ry)

(mpoueHTOB) omnpezaensercs no GopmyJe:
My
R(b = ? X 100%,

rae:

[l - mnpubbUE OT peanu3aldy MPOU3BOAMTENEM KOHKPETHOTO
JEKapCTBEHHOI'0 Ipernapara 3a OTYETHBIA IEpUOMd, IPEITyCMOTPEHHBIN
nyHkToM 40 IlpaBuin, B COOTBETCTBHM C mpriiokeHueM Ne 8 k HacTodiiein
MeToauKe (pyosieit);

C - cymMma mpsMBIX, OOIIETPOM3BOACTBEHHBIX MU OOIIEX03SIIICTBEHHBIX
pacxoJI0B, coryiacHo mpuiioxeHuto Ne 8 k Hactosdiel MmeToauke (pyosnen).

25. IIpu nepeperucTpaluu npeeibHON OTITYCKHOW IIEHBI TPOU3BOAUTENS
rocyJ1apcTBa - ujaeHa EBpa3nuiickoro SKOHOMHYECKOTO COK03a Ha JIEKAPCTBEHHBIM
mpernapar, He TMOCTYyMaBIIMH B oOpaleHue Ha Tepputopun Poccuiickoit

@enepanii B TEYCHHWE OTUYETHOTO TEPHOJA, MPOTHO3HPYEMBIH YPOBECHb
peHradenbHOCTH npoaykuuu (R ) (mpoueHToB) onpenensercs no popmyiie:

I
R, ==—2x100%,
C
rac l'In - HpI/I6BIJ'IB OT pfam3ali IPOU3BOJUTCIEM KOHKPCTHOI'O
JICKAaPCTBCHHOI'O Inpemapara 3ad roa, KOTOpasit IIpHUBCACHA

B npuiiokeHun Ne 8 k HacTose metoauke (pyoseit).
26. Ilpu mepeperucTpau npeaeTbHON OTITYCKHOHN 1IEHBI POU3BOIUTEIIS
rocyapcTBa - wieHa EBpa3uiickoro S3KOHOMUYECKOTO CO03a Ha JIEKapCTBEHHBIN
nyn

npenapar B cly4yadx, NPeIyCMOTPEHHBIX HoAmyHkTamu "a" - "B" myHkTa 34
[IpaBun, ecnu ¢akTHUECKUN YpOBEHb PEHTAOETBHOCTH 32 OTYETHBIM MEpHO/,
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npenycMoTpeHHbii myHkToM 40 IpaBun, npeBsicut 30 IpOILIEHTOB, 3asBIIseMast
K TI€pEeperucTpaliy npejesbHas OTIyCKHas [IeHa Ha JISKapCTBEHHBIN Mpenapar
MOJITIEKUT CHHXKEHHIO C YYETOM JIAaHHOTO OTPaHUYCHUSI.

VI. Pacuet cpeHeB3BenieHHOM (paKkTUYECKOM IIEHBI BBO3a
JIEKapCTBEHHOI'O MPeIapaTa UHOCTPAHHOTO IPOU3BOJICTBA
B Pocculickyro @enepanuro

27. PacueT cpenHEB3BEIICHHON (DAKTUYECKOM IIeHbI BBO3a KOHKPETHOTO
JIEKapCTBEHHOI'0 IIpernapaTta HWHOCTPAHHOIO Mpou3BojJicTBa B Poccuiickyro
denepanuio MPOU3BOJIUTCS HA OCHOBAHUM CBEJACHUN U3 CUCTEMbl MOHUTOPHHIA
JIBIKEHUS JIEKAPCTBEHHBIX IMPENapaToB [JIsi MEIUIMHCKOTO MPUMEHEHUS
00 oO0bemMax U IIEHax BBO3a JIEKAPCTBEHHOI'O TpernapaTta HWHOCTPAHHOTO
MPOU3BOJICTBA, HAXOJAIIETOCs B oOOpalleHuH Ha Tepputopun Poccuiickoit
denepanumu.

[Ipu pacuere  cpeaHeB3BEHMIEHHOW  (paKTUUECKOW  II€HbI  BBO3a
JIEKapCTBEHHOT'O Tperapara YYUTHIBAIOTCA CBEJEHUA 00 o0beMax U O IeHax
BBO3a JICKAPCTBEHHOI'0 IIperapara 3a OTYETHBIA MEepUOoJ, MPEIyCMOTPEHHBIMI
nyHktamu 26 u 40 IlpaBui, 10 KaXKJIOMy HHOCTPAHHOMY IIPOHM3BOJUTEIIO
B paMKax OJHOTO PEruCTPAlMOHHOTO YJOCTOBEPEHUS JIEKAPCTBEHHOIO
npernapara.

Pacuer cpenneB3BemieHHOM (haKTUUYECKOM 1€Hbl BBO3a JIEKAPCTBEHHOTO
mpernapara OCYyIIECTBIAETCS ¢ y4eToM (opMbl  BhITycka (YHMaKOBKH,
KOMIUIEKTHOCTH) JIEKApCTBEHHOTO TIpenapara, 3a MCKIIYEHUEM CJIy4aes,
MPEeayCMOTPEHHBIX MyHKTOM 28 [IpaBuii.

28. CpenneB3BenieHHas (akTU4YecKas I1I€Ha BBO3a JICKAPCTBEHHOTO
npenapata (yKa3plBaeTcsi MO TOProBOMY HAMMEHOBAHUIO, MEXIYHAPOJHOMY
HEMAaTeHTOBAHHOMY HAWMEHOBAHUIO, JO3UPOBKE (KOHIEHTpAlUHU, aKTUBHOCTH
B €IMHUIIAX JIEUCTBUS), JIEKAPCTBEHHON (PopMe, KOJIMYECTBY JIEKAPCTBEHHOTO
mpernapara BO BTOPUYHOU (MOTPEOUTETHCKON) yMakoBKe (KOJWYECTBY 03
B  YIAKOBKe, 00bEMy) WHOCTPAHHBIX  TPOU3BOJUTENECH,  YKa3aHHBIX
B PETUCTPALlUOHHOM YJOCTOBEPEHUHU JIEKAPCTBEHHOI'O Mpernapara, BBE3EHHOIO

3a OTUYETHBIN NEpUOJ, TPEAYCMOTPEHHBIN TyHKTOM 26 [IpaBui, Ha TEPPUTOPUIO
Poccuiickoit @enepannu (11, ) (pydaeil), onpenensercs no Gopmyiie:

HCB _ Z(I—IQ)BX KB)’

K06mB
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rue:
Ly, - (axTndeckas 1eHa BBO3a OJHOW BTOPHUYHOW (IOTPEOHUTEIBCKOM)

YIAKOBKH  JICKAPCTBEHHOTO  TpemapaTta (yKa3blBaeTCs IO  TOPTrOBOMY
HAaUMEHOBAHUIO, MEXKJAYHAPOJHOMY HEMAaTEHTOBAHHOMY HAaWMEHOBAHUIO,
O3UPOBKE  (KOHIIEHTpAllUM, aKTUBHOCTU B  €JIUHUIIAX  JEHUCTBUS),
JeKapCTBEHHOU (hopMe, KOTUYECTBY JICKAPCTBEHHOTO Mpenapara BO BTOPUYHOMN
(moTpeOuTenbCcKoi) yrmakoBke (KOJWYECTBY J03 B YIIAKOBKE, 0O0BEMY)

WHOCTPAHHOT'O MPOU3BOACTBA (pyOieit);

K, - KOIHMYeCTBO BTOPHYHBIX (IIOTPEOMTENBCKHUX)  YIAKOBOK

JEKapCTBEHHOI'0 IpenapaTta MHOCTPAHHOTO MPOU3BOJACTBA  (yKa3bIBAEeTCS
[0 TOPrOBOMY HAMMEHOBAHHUIO, MEXIYHApOAHOMY HEMAaTEeHTOBAaHHOMY
HAaUMEHOBAaHUIO, JIO3UPOBKE (KOHILIEHTPALIMM, AaKTUBHOCTH B  EIMHUIAX
JEUCTBUSA), JIEKAPCTBEHHOU (opMe, KOJIMYECTBY JIEKAPCTBEHHOTO IMpemnapara
BO BTOPUYHON (MOTPEOUTENHCKOM) YIMAaKOBKE (KOJMYECTBY 103 B YIAKOBKE,
o0BeMy), BBE3EHHOTO HWHOCTPAHHBIM  TMPOU3BOJAUTENEM  (UMIIOPTEPOM)
Ha Ttepputopuro  Poccuiickon ~ ®Depepauun  3a  OTYETHBIA  NEPHUOJ,
MPEeayCMOTPEHHBIN MyHKTOM 26 IIpaBui, no ogHo# neHe (IITyK);

K 6us - 0Ollee KOIMYECTBO BTOPHYHBIX (IOTPEOUTENBCKHX) YHAKOBOK
JIEKapCTBEHHOro Tmpenapara (ykKa3blBaeTcsi IO TOProBOMY HaWMEHOBAHMIO,
MEKTyHApOJTHOMY HEMATEHTOBAHHOMY HaNMEHOBAHHIO, NO3UPOBKE
(KOHIIEHTpALlMK, aKTUBHOCTU B €AMHUIAX JCUCTBUS), JEKApCTBEHHOU (opme,
KOJIMYECTBY JIEKAPCTBEHHOrO IIpenapara BO BTOPUYHOM (MOTPEeOUTETHCKOM)
yHoakoBKe  (KOJMMYECTBY 103 B  YNaKoBKe, OOBEMYy) HHOCTPAHHBIX
MIPOU3BOJIUTENIE B paMKaxX PETHUCTPALIMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
npernapara, BBE3€HHOIO HWHOCTPAHHBIM MPOU3BOAUTENIEM (MMIIOPTEPOM)
Ha  Tepputoputro  Poccuiickon <~ @Pemepanuu 32 OTYETHBIM  NIEPUO,
MpeayCMOTPEHHBIN MyHKTOM 26 [IpaBui (ITyK).

N3 o6mero KoJW4yecTBa BBE3EHHOTO HWHOCTPAHHBIM MPOU3BOJIUTEIEM
(ummoptepoM)  Ha  Tepputoputo  Poccuiickoit  depeparuu oObeMa
JIEKapCTBEHHBIX IPENapaToB MCKIOYAIOTCS JaHHBIE O BBO3€ JIEKAPCTBEHHBIX
MpernapaToB B paMKax pa3lIMYHbBIX BUJAOB TYMAaHUTAPHOW  IOMOIIH
U (W1M) B paMKax OJaroTBOPUTENbHOCTH, JaHHBIE O BBO3€ JIEKAPCTBEHHBIX
MIPENapaToB ¢ OCTaTOYHBIM CPOKOM TOJHOCTH MeHee 10 mpoLeHTOB, a TakkKe
JaHHBIE O BBO3€ JICKAPCTBEHHBIX MpenapaToB C¢ (aKTHUUECKOW I1IEHOW BBO3a,
MPEBBIIAIOIIEH  3apETUCTPUPOBAHHYKO  MPENECIbHYI0  OTIIYCKHYIO  IIEHY
MTPOU3BOIUTEIIS.
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VII. PacyeT MUHUMAJIbHOW LIEHBI IIPOU3BOIUATEIS
Ha JICKaPCTBEHHBIN MpenapaT B HHOCTPAHHBIX TOCYapCTBAX,
YKa3aHHbIX B MIPUJI0KeHUHU Ne 3 K HacTosIel METOIUKE,
Y B CTPAHE MPOU3BOIUTEIS

29. Pacuer MPEIeITbHOMN OTIYCKHOM LICHBI IIPOU3BOAUTEIIS
Ha  JIGKQpCTBEHHbIM  mpemnapar (0  TOProBOMYy  HaWMEHOBAHUIO,
MEKIyHAPOIHOMY HEMAaTEHTOBAHHOMY HaWMEHOBAHHIO, JIO3UPOBKE

(KOHIICHTpAINK, aKTUBHOCTU B EAMHUIIAX JCUCTBHS), JICKAPCTBEHHOU (opme,
KOJIMYECTBY JICKAPCTBEHHOTO IIpemapara BO BTOPHUYHON (MOTPEOUTEITHCKOM)
YIaKOBKE (KOJMYECTBY /103 B YIAKOBKE, 00hEMY) TIPOU3BOJIUTCS HA OCHOBAaHUU
CBeJIeHUH 00 ypOBHE MUHUMAJIBHBIX I1€H JICKaPCTBEHHOTO Tpenapara (6e3 ydyera
MIPOU3BOJICTBEHHBIX IUIONIAJ0K) B HMHOCTPAHHBIX TOCYJIapCTBaX, YyKa3aHHBIX
B npuioxkeHud Ne3 K HacTosIell METOAUKE, W B CTpaHE MPOU3BOJUTEIIS
Y Ha OCHOBAaHHMM CBEJECHUM, MpeaycMOTpeHHBIX paznenoM Il npunoxenus Ne 4
K HaCTOSAIIEH METOIHUKE.

30. B pazgmene III mnpunoxenuss Ned4 Kk HacTosmeid METOJUKE
MHUHUMQJIbHBIE LEHBl  IPOM3BOAWTENISI HA  JICKAPCTBEHHBIM  Ipemnapar
B MHOCTPAHHBIX T'OCYJapCTBaxX, yKa3aHHbIX B HpriioxkeHUH No 3 K HacTosIe
METOJ/IMKE, U B CTpaHE MPOU3BOIUTENS YKa3bIBatOTCs B pyossix. [lepecder 1ieHs
B HWHOCTPAaHHOW BaJlOTe B pPyOJHM OCYIIECTBISACTCA IO CpPEIHEMY KypCy
COOTBETCTBYIOIIEH HMHOCTpAaHHOW BamiOThl K pyOso Poccuiickoit denepanum,
yctaHoBieHHOMY  llenTpampapiM ~ GankoMm  Poccumiickoit ~ deneparuu
3a 3 KaJeHAapHBIX MECSLA, IPEANIECTBYIOIINE MECAILY AaThl TOJA4H 3asIBJICHUS
0 TOCYJIapCTBEHHOM peructpauuu (IepeperucTpanuu) IpeaeibHON OTITYCKHOM
LICHbl IIPOU3BOAUTENA Ha JIEKAPCTBEHHBIM mpernapar. Kypc cooTBeTcTByroliei
WHOCTPaHHOW BamtoThl kK pyOmio Poccuiickoit ®denepari, B COOTBETCTBHH
C KOTOPBIM OCYIIIECTBIIEH TEpecueT IIEHhl B WHOCTPAHHOW BaiioTe B PyOIIH,
yKasbiBaeTcs B pazzene IV npunoxxenus Ne 4 k HaCTOsAIIEH METOIUKE.

31.B  caydae eciaum  JIEKapCTBEHHBIM  Mpemapar  pealn3yeTcs
B MHOCTPAHHBIX T'OCYJapCTBaxX, yKa3aHHbIX B HpriioxkeHUH No 3 K HacTosIe
METOJIMKE, U B CTpaHE MPOU3BOJAMTENS 110 APYTMM TOPrOBBIM HAMMEHOBAHHUEM,
B pazzene Il npunoxenus Ne4 K Hacrosmed METOJUKE YKa3bIBAIOTCS
COOTBETCTBYIOIIEE TOPrOBOE HAUMEHOBAaHHME W  MHHUMAJIBHBIE  LICHBI
MIPOU3BOJNTEIIS HA JIEKAPCTBEHHBIM IIpenapar.

32.B cmyyae TrocyAapCTBEHHOW pErucTpanuu (mepeperucTparmm)
B Poccuiickont denepanyu npeaeabHOM OTIYCKHOM ILIEHBI HA JIEKAPCTBEHHBIN
rmpemnapar ¢ KOJMYECTBOM JIEKAPCTBEHHOI'O IMperapara BO BTOPUYHOMN
(moTpeOUTEeNbCcKOM) YITaKOBKE (KOJWYECTBOM JI03 B YIAKOBKE, O00BEMOM),
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OTCYTCTBYIOIIUM B OJHOM WJM HECKOJbKUX HWHOCTPAHHBIX TOCYJapCTBax,
YKa3aHHbIX B TpwiokeHMH Ne3 K HacTosmed METOIMKE, U B CTpPAHE
npousBoautTens, B pazzaene Il nmpunoxkenuss Noe 4 Kk HacTosied MeETOAUKE
YKa3bIBAlOTCS ~ MUHHMMAaJbHBIE  I[I€Hbl HAa  JIEKQPCTBEHHBIM  Ipemnapar,
B OTHOILIEHMH KOTOPOTO 3asABJISIOTCS K TOCYJIApPCTBEHHOM pETrUCTpaluu
(mepepeructpanuu) TpeaesbHble  OTIYCKHbIE II€Hbl, C  OJMmKalmmmu
N0 3HAYEHUIO KOJUYECTBAMHU JIEKAPCTBEHHOI'O0 IIpenapara BO BTOPUYHOM
(moTpeOUTENbCKON) yIaKOBKE (BHE 3aBUCUMOCTH oT HAJTUYHS
UX TOCYJapCTBEHHOM perucrpanuu Ha Tepputopuu Poccuiickoit denepaimn),
KOTOpbIE  pEaNM3yKTCd B  HHOCTPAHHBIX  TOCYAapCTBax, YyKa3aHHBIX
B IpuiIokeHUU Ne 3 K HacTosMEd METOJUKE, U B CTPaHE IPOU3BOIUTEIIS.

[Ipy »>TOM MHUHUMaJIbHasE I1I€HA MPOU3BOJUTEN HaA 3asBIIAEMbIN
K TOCYJIapCTBEHHOM peructpanuu (Iepeperucrpanuu) JeKapCTBEHHBIM
npernapar ornpeaensercss Kak cpefaHee apu(pMeTHuyecKkoe 3HAYeHHUE CTOMMOCTH
OJIHOM JIEKapCTBEHHOM (OpMBI JIEKApCTBEHHBIX IMpenapaToB, HMEIOLIUX
Omkalmme 1O  3HAYEHMIO  KOJIMYECTBA  JIEKAPCTBEHHOI'O  Ipemnapara
BO BTOPUYHOHN (TOTPEOUTENIbCKOI) YIMAKOBKE, YMHOXXEHHOE Ha KOJUYECTBO
JIEKapCTBEHHOI'0 TIpernapata BO BTOPUYHOM (MOTPEOUTETHCKOM) YIAKOBKE
3asBISIEMOTO K TOCYJAapCTBEHHOM  peructpaiuu  (mepepeructpaiun)
JEKapCTBEHHOI'0 Ipernapara B KaXKJIOM W3 HWHOCTPAaHHBIX TOCYAapcCTB,
YKa3aHHbIX B TpwiokeHMH Ne3 K HacTosmed METOIMKE, U B CTpPAHE
npousBoautenss (rpadas pasgena Il npunoxkenus Ne4 k HacTosuiei
METOIUKE).

B cnydae rocyaapcTBeHHOW ~— peructpanuu  (mepeperucTpaiuu)
B Poccuiickon ®epepanuy NpeAcIbHONM OTIYCKHOM IE€HbI JIEKAPCTBEHHOTO
npernapara ¢ JIO3UPOBKOW (KOHIEHTpalMeil, aKTUBHOCTHIO B EIUHUIAX
JEHUCTBUSA), OTCYTCTBYIOIIEH B OJHOM WJIM HECKOJBKUX HWHOCTPAHHBIX
rocyJlapcTBax, YyKa3aHHbIX B MpujoxkeHun Ne3 K HacTosAled METOUKE,
U B cTpaHe mnpowusBoautens, B paznene III npunoxenus Ne 4 k Hacrosieu
METOIUKE YKa3bIBAIOTCS MUHHMAaJIbHbIE LEHBI Ha  3asBJISIEMBIN
K TOCYJIapCTBEHHOM peructpanuu (Iepeperucrpanuu) JeKapCTBEHHBIM
npenapar ¢ OMmKalIMMH 10 3HAYEHUIO J03UPOBKaMHU (KOHIICHTPALUSAMH,
aKTUBHOCTSAMHM B €IMHUIAX JEUCTBUS) (BHE 3aBUCHUMOCTH OT HaJIUYMs
UX TOCYJAapCTBEHHOM perucrpanuu Ha Tepputopuu Poccuiickoit denepaiun),
KOTOpbIE  pEaNM3yKTCd B  HHOCTPAHHBIX  TOCYJapCTBax, YyKa3aHHBIX
B IpuiI0keHUU Ne 3 K HacTOSIEN METOUKE.

[Ipy »>TOM MHUHUMaJIbHasE I1I€HA MPOU3BOJUTEN HaA 3asBIIAEMbIN
K TOCYJIapCTBEHHOM peructpanuu (Iepeperucrpanuu) JeKapCTBEHHBIM
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npernapar ornpeensercss Kak cpefaHee apupMeTHuyecKoe 3HAYeHHUE CTOMMOCTH
€AVHUIIBI JICHCTBYIONIETO BEIeCTBa JIEKAPCTBEHHBIX MPENapaTroB, HUMEIOIIUX
OmKkalMe 1O  3HAYEHUIO  JIOBUPOBKH  (KOHUEHTpAalMd, aKTHUBHOCTH
B €UHUIAX JIEUCTBUS), YMHOKEHHOE Ha KOJMUYECTBO €IMHMII JIEWCTBYIOIIETO
BELIECTBA 3asBIIIEMOI0 K TOCYJAPCTBEHHOM perucrpanuu (mepeperucTparim)
JIEKapCTBEHHOI'0 IMpernapara B KaXJIOM UW3 HWHOCTPAHHBIX TOCYJIApCTB,
yKa3aHHBIX B mpuiokeHnn Ne3 K HacTodlled METOJUKe, U B CTpaHe
npousBoautens (rpadga 6 paspena Il npunoxenuss Ne4 k Hacrosmiei
MmeTonuke). B pacuere He yuuThIBaroTCs OnmKailllive 1Mo 3HAUYEHUIO JTO3UPOBKH
(KOHIIEHTpAllMK, AaKTUBHOCTH B €AUHHUIAX JEUCTBUSI), MPEBBIIIAIONINE
JO3UPOBKY (KOHIIEHTPALUM, aKTUBHOCTH B €IWHUIAX ACHCTBUS) 3asiBICHHOTO
K TOCYJAapCTBEHHOW perucrpanuu (Iepeperucrpanuu) JIeKapCTBEHHOTO
npenapara, npeHa3HauYeHHOTO ISl IPUMEHEHHUS B MEIUaTPUYECKON MpaKTUKe
(Ha OCHOBAaHMM CBEJEHUW HWHCTPYKIUU [0 MEIUIMHCKOMY MPUMEHEHHUIO
JIEKapCTBEHHOTO Tpenapara), 6ojee yeM B 2 pasa.

33.B cimywae ecinM  JIGKapCTBEHHBIM  mpemapar  MHOCTPAHHOTO
OpOM3BOJACTBA  WJIM  HMHOCTPAHHOTO  JIEp)KaTenss WM BJajelblia
PETUCTPALIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO Ipenapara, B TOM YHCIe
CTajusi  MPOU3BOJCTBA  T'OTOBOM  JIEKApCTBEHHOW  (OpMBI  KOTOPOTO
U (W) craaus TMEepBUYHOM W (MJIM) BTOPUYHOM  YIAKOBKH  KOTOPOTO
OCYUIECTBJISIOTCS WM TEPBUYHYIO U (WJIM) BTOPUYHYIO YIIAKOBKY KOTOPOTO
IUTAHUPYETCS OCYECTBIATh B Poccuiickoit Denepaiiuu, Npou3BOIUTCS TOJIBKO
st npojgaxu B Poccuiickoit ®denepanuu (He peanu3yeTcss B MHOCTPAHHBIX
rocyJapcrBax, YKa3aHHbIX B MpuiiokeHHH Ne3 K HAcTOsIIEe MEeTO/MKE,
U B CTpaHE MPOU3BOJUTENS), JUIsl pacyeTa MPeAebHOW OTITYCKHOW I[E€HBI
NPOM3BOJUTENSL HAa JIGKAPCTBEHHBIM IMpenapar MpeAcTaBisieTcss HUHpOopMaIus
O  MHUHUMaJbHBIX  II€HaX  JPYIrUX  HMHOCTPAHHBIX  IMPOU3BOJUTENEH
Ha JIEKApCTBEHHBIE TMpernapaThl, OTHECEHHBIE K OJIHOMY MEXIYHAPOIHOMY
HENAaTEHTOBAaHHOMY HAMMEHOBAaHHUIO B TaKOW e JIEKApCTBEHHOU (opme
(B TOM ymcie ¢ yuyeToM HMH(OpMaAlUMU O B3aUMO3aMEHSIEMBIX JIEKAPCTBEHHBIX
npenaparax sk MEAUIIMHCKOTO NMPUMEHEHHUs ), oOpallarolecs B rocyaapcTBe
NPOM3BOJUTENS, HAa OCHOBAHUU JAHHBIX U3 OTKPBITBIX OOIIEIOCTYIHBIX
MCTOYHUKOB, COOTBETCTBYIOUIUX TpeOoBaHusiM nyHkTa 21 [lpaBuin. Ilpu stom
3asiBJI€HHAsl K TOCYJapCTBEHHOW PETMCTpalli IIeHa Ha TaKOW JIEKapCTBEHHBIM
npernapar He JOJKHA MPEBBIIATh MUHUMAIBHYIO LIEHY JAPYTMX WHOCTPAaHHBIX
npousBoauTeNed (C y4eTOM pacxoJIoB IO yIUIAT€ TaMOXKEHHBIX CcOOpOB
3a COBEpUICHUE TaMO>XEHHBIX OIEpalllii, CBS3aHHBIX C BBIIYCKOM TOBAapOB),



24

paccuuTaHHyr0 Ha ocHoBaHuu paszgena III mpunmoxenus Ne4 k HacTosmien
METOUKE.

VIII. PacueT nipeebHOM OTITYCKHOM LIEHBI ITPOMU3BOIUTEIICH
Ha JICKAPCTBEHHBIN IIpenapar NpOU3BOIUTENSA rOCY1apCTBa -
yjeHa EBpa3uicKOro 3KOHOMHUYECKOTr0 COK03a IPHU €€ MePEPEruCcTpaum

34. [lpenenvHas OTHYCKHas I1I€Ha Ha JIEKAPCTBEHHBIM Mpenapar
IpU €€ NEePEePEerucTpalii YCTAHABJIMBACTCS JUISl KaXJO0r0 MPOU3BOJMUTEIIS
B paMKax pErucTpalMOHHOTO YIOCTOBEPEHUS JIEKApCTBEHHOrO IIpemnapara
B COOTBETCTBUHU C TpeOoBaHUAMH MyHKTOB 27, 28 u 32 IlpaBun u HE MOXKET
MPEBBIIATh MUHUMAJIBHYIO LIEHY, PACCUUTAHHYIO B COOTBETCTBUH C HACTOAIIUM
pa3ziesioM.

35. Ilepepeructpanusi MpeebHON OTIMYCKHON I1I€Hbl MNPOU3BOJAUTENS
rocyJlapcTBa - wieHa EBpa3uiicKOro 5 KOHOMHUYECKOI0 COK03a Ha JIEKAPCTBEHHBIN
npenapar B ClydasiX, NMPeIyCMOTPEHHbIX moanyHkramu "a" - "B" myHkra 34
[TpaBui1, oCcymecTBISAETCS B COOTBETCTBUM C MpuioxeHrueM Ne 8 K HacTosie
METO/IUKE.

36. [IpenenpHas OTHYCKHAs 1i€HA MPOU3BOAUTENS NOCYJapCTBa - WiEHA
EBpa3uiickoro 3KOHOMHYECKOIO COK3a Ha JIEKQpCTBEHHbIA mpemnapar
IpU €€ IMepeperucTpaluu B clydasX, yKa3aHHbIX B mnoanmyHkrax "a" u "B"
nyHkra 34 [IpaBui, NOJJIEKHUT YBEITUUEHUIO:

a) Ha BEJIMYUHY YJIOPOKAHUS ChIPbsl U MAaTEpPUAJIOB;

0) Ha BEeMUYMHY MU3MEHEHUS HAKIIQHBIX PACXOOB.

37. IlpenenvHas OTHYCKHAs 1I€HA MPOU3BOAMUTENS IOCYyJapCTBa - YEHA
EBpa3uiickoro 3KOHOMHYECKOIO COK3a Ha JIEKQpCTBEHHbIA mpemnapar
Py €€ MepeperucTpaluu B Ciiydyae, yKa3aHHOM B MOAmMyHKTe "0" myHkTta 34
[IpaBwii, MOIEKUT YBEIUYEHUIO B YACTH CTOMMOCTH CBIPbSi M MaTEpHUAJOB,
UCIIOJB3YEMBIX NPHU MPOU3BOACTBE KOHKPETHOTO JIEKAPCTBEHHOTO Ipemnapara,
MPONOPLHOHAIBHO BEIUYUHE YAOPOKAHUA CTOMMOCTH ChIpbSi U MaTepHaJIOB
B CTPYKType 3arpaT Ha I[POMU3BOJICTBO M peaju3alyi0 JIEKapCTBEHHOIO
npernapara, KOTOpO€ B paBHOM CTENEHU BIUSAET HAa 3apETUCTPUPOBAHHBIC IIEHBI
Ha BCE JIEKAPCTBEHHbIE IPEnapaThl, OTHECEHHbIE K OJHOMY MEXIYHAPOJHOMY
HEMATeHTOBAHHOMY HaMEHOBAHUIO U UMEIOIINE OJIMHAKOBBIN ITyTh BBEJCHUS.

38. BennunHa yBeIWYEHUS 3apETUCTPUPOBAHHON MIPEACIbHON OTIYCKHOM
LIEHbl Ha JIEKAPCTBEHHBIM mpenapaT MNPOU3BOJUTENSL TOCYyJlapcTBa - 4Yie€Ha
EBpa3uiickoro 3K0OHOMHUYECKOI0 COK3a MPHU €€ MEepPEeperucTpaluu B Cllydasx,

nyn

yKa3aHHBIX B noanyHkTax "a" u "0" mynkra 34 [IpaBui, He 10KHA MPEBHIIATH
YPOBEHb (PaKTUUECKOW WHMIAIMM B MPEAIIECTBYIONIEM KaJeHIApPHOM IOy
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C YYETOM MPOTHO3UPYEMOTO YPOBHS MHQIISIIIMH, YCTAHOBICHHOTO Ha TEKYIIHiA
rof deaepatbHBIM 3aKOHOM O (erepallbHOM OFO/KETE Ha COOTBETCTBYIOIIUIN
(¢uHaHCOBBIM TOa W TutaHOBBIM Tiepuon (M) (TpoleHTORB), ompeneseMbIii
o ¢opmyiie:

[, x(100+U
n=-—" ( Tr)—10()%,
100
rae:
I, - HHIGKC NOTPEOUTENBCKMX LEH HAa TOBapel MW  YCIYIH

MIPEIIECTBYIONIETO KAJICHIApHOT0 roja (MPOIIEHTOB);

N, - T¢OpOrHo3UpyeMbI ypOBEHb HMH(UIALMH, YCTaHOBJIECHHBIN
Ha TeKymuid T0J QeneparbHbiM 3aKOHOM O (denepanbHOM OIOKETE
Ha COOTBETCTBYIOITUI (DMHAHCOBBIN TOJT U TIJIAHOBBIN TTepro I (IIPOIICHTOB).

39.1lpu pacuere mnpenebHON OTHYCKHOM I1I€HbI Ha JIE€KapCTBEHHBIN
mpenapar  OpUd €€ [epeperucTpauMd B CIy4dasX,  yKa3aHHbIX
B mnoanyHkrax "a" - "B" myHkra 34 IlpaBui, HE YyYUTHIBAeTCS YBEIUYCHHE
HaKJIaJIHBIX PACcXOJI0B MPU U3MEHEHUH CIIOCO0a OTHECEHHMsI 3aTPpaT OpPraHu3aIuH,
KOTOpbIE  HANpsSIMyK0 HE  CBA3aHBI C  OCHOBHBIM  IPOU3BOJICTBOM,
Ha ce0ECTOUMOCTD JIEKapCTBEHHOTO TIpernapara.

40. Ilepepeructpaiusi MNpenebHON OTIMYCKHONW IIE€HBI MNPOU3BOJAUTENS
rocyjaapcTsa - wieHa EBpa3uiickoro 3KOHOMHUYECKOI0 CO03a Ha JICKapCTBEHHBIHN
mpenapar B clly4ae, HPEeAyCMOTPEHHOM MOJANyHKTOM "r"  myHkTa 34
[IpaBwii, ocymiecTBIsS€TCS HAa OCHOBAaHUU CBEJCHUW, MPEIYCMOTPEHHBIX
npuiokeHrueM Ne 2 K HacTOSIIENH METOTUKE.

41. IlpenenvHast OTIYCKHAs II€HA MPOU3BOAMUTENSI TOCYyJapCTBa - WiIEHA
EBpa3uiickoro 5JKOHOMHUYECKOI'0 CO3a Ha JICKAPCTBEHHBIN IIpenapaT MoIeKUT
MepeperucTpaluu B ciydyae, ykazaHHOM B moamnyHkTe "r" myHkra 34 Ilpasumn,
€CIM CpeIHEB3BEIICHHAs (paKTUYecKas OTIyCKHAs II€Ha Ha JICKAPCTBEHHBIM
npenapar 3a UCTEKIIUA EepUoJ1 CO JHSA MPUHATUS PEUIEHUS O TOCYJapCTBEHHOM
perucrpanuu (mepeperucTpanum) 10 THS noja4u 3asIBJICHUS
0 TOCYIapCTBEHHON TMEpeperucTpanuy Obljla HUXKE 3aperHCTPUPOBAHHOM
Ha 3TOT MEPHO/I IIEHBI He 0oJiee YeM Ha MPOTHO3HPYEMBIN YpOBeHb UHQIAINH,
YCTAaHOBJICHHBIA Ha TEKyIIUW ToX (enepanbHbIM 3aKOHOM O QeaepaTbHOM
Or0/KETe Ha COOTBETCTBYIOIIMKA (PUMHAHCOBBIM TOJ W INIAHOBBIM IIEPHOJ,
HO HE BbIIIE BEIMYUHBI, PACCUUTAHHON B COOTBETCTBUU C HACTOSIIEH

METOJIUKOM.
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42. BenuunHa yBEJIUYEHUS 3aPETUCTPUPOBAHHON MPEIETBHON OTITYCKHOM
LEHbl MPOU3BOJMTENS TOCyJapcTBa - wieHa EBpa3suiicKOro 3KOHOMHYECKOIO
CO3a Ha JIEKapCTBEHHBIA IMpernapaT IpU €€ IEepeperucTpauud B Ciydae,

n.n

ykazaHHOM B mnoxanyHkte "r" myHkra 34 IlpaBun (VY,.) (mpoueHTOB),

C OKPYIJIEHHEM JI0 COTBIX OIpenaessiercs no Gopmyse:

YV, =W, %xK, - B = Heomn |, 10095,

3

rae:

K. - ko3ddunrenT neHoBo! I'PyNIbl, ONpeeasIeMblii B COOTBETCTBUH
CO 3HAYEHUAMHU KO3 (PUIMeHTa [IEeHOBOW TPYIIIbI, MPUMEHIEMOr0 MpHU pacyeTe
MPEAEIbHBIX OTIMYCKHBIX LIEH MPOU3BOAUTENEH HA JIEKAPCTBEHHBIE MPENapaThl,
B OTHOILIEHHHM KOTOPBIX MPEICTABIISIOTCS Ha IMEPEPErUCTPAlUI0 IPEAEIbHBIC
OTIYCKHBIE LIEHBI, COTJIACHO MPUIOKEHUIO Ne 9.

[leHoBass Tpymma ONpEAENseTCS HWCXOAS U3 3aperHCTPUPOBAHHOU
MPENEIbHON OTIMYCKHOM IIEHBl Ha JIEKAPCTBEHHBIM IIpenapaT 3a IMEpUoJ,
UCTEKIIMA  cO  JHA  TOCYJapCTBEHHOM  peructpauuu  (mociaeaHeu
MepeperucTpaumn);

I1, - 3aperucTpUpOBAaHHAs  NpeAeiibHas  OTIYCKHas  IIeHa
Ha JICKapCTBEHHBIM IpENapar 3a NEepPUOJ, UCTEKIIUNA CO JHSA TOCYIapCTBEHHOMN
peructpanuu (mociaeaHel nepeperucTpamnun) (pyosnein);

.1 - CpeaHeB3BelleHHas  (akTU4eckas  OTIyCKHas  IeHa
IIPOM3BOJUTEISI TOCYIapCTBa - 4djieHa EBpasuiicKOro 3KOHOMHUYECKOI'O COHO3a
Ha JICKQpCTBEHHBIM Mpemnapar, OTTPYKEHHBIM MPOU3BOJUTEIEM B aJpeC
TUCTPUOBIOTOPOB C IIENBIO MOCIEAYIONIEH pealn3aliu 3a OTYETHBIM TEepHo/,
npeaycMotrpeHubii  myHKToMm 40 [IpaBun, paccuuTtaHHas B COOTBETCTBHU
¢ pazaenom IV HacToseit MeTouku (pyosein).

43. IlpegnaraeMasi K MEpEeperuCTpallud TpelesibHas OTIYCKHas II€Ha
Ha BOCIPOM3BEJCHHBIN, OMOaHATIOTOBBIA (OMOIMOJOOHBIN) JIEKAPCTBEHHBIM
npemnapar HE  MOXET TMPEBBIIATH OTIYCKHYK) 1IEHY, PacCUMTaHHYIO
B COOTBETCTBHU C HACTOSIICH METOAMKONW ¢ ydeToM TpeOoBaHWM TyHKTa 33
ITpaBui.

44. IlpegnaraeMasi K TMEpEperHCTpallUd TIpe/iesibHAs OTIYCKHas I€Ha
Ha JICKQpCTBEHHBIN Mpemnapar, pealu3yeMblii B MHOCTPAHHBIX TOCYJapCTBAX,
YKa3aHHbIX B MpwiokeHun Ne3 K HacTosied METOJWKE, W B CTpaHe
MPOM3BOJUTEIISI, HE MOMKET TMPEBBINIATh MUHUMAJIbHYIO OTIHYCKHYIO II€HY
Ha OJTOT K€ JICKApPCTBEHHBIN TMpemnapar, OIPEACICHHYI0 B COOTBETCTBUU
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¢ pazzgenom VII  Hacrosimied  METOAMKM  HAa  OCHOBAHMHM  PacyeTa,
NpeyCMOTPEHHOTO TpuiokeHnemM Ne 4 K HacTosied METOIMKE, C YYETOM
pacxo/ioB 1O yIUIaTe TaMOXEHHBIX COOpOB 3a COBEPIICHUE TaMOXKEHHBIX
omnepalnii, CBSI3aHHBIX C BBIITYCKOM TOBAapOB.

IX. Pacyer nipenenbHON OTIYCKHOM LIEHBI HA JIEKAPCTBEHHBIN
IIpEnapaT UHOCTPAHHOT'O MIPOU3BOJICTBA, B TOM YHCIIE NIEPBUYHAS
1 (WIM) BTOPUYHAS YIAKOBKA KOTOPOTO OCYILIECTBIISIETCS
WJIM IEPBUYHYIO U (WJIM) BTOPUYHYIO YIIAKOBKY KOTOPOTO TUIAHUPYETCS
ocywecTBiATh B Poccuiickon denepannu, pu ee nepeperucTpanuu

45. IlpenenbHas OTIyCKHas IleHAa Ha JIEKAPCTBEHHBIM mpemnapar
MHOCTPAaHHOI'O MPOU3BOJCTBA MpPU €€ MNEePEePEerucTpalvd YCTAHABINUBAETCS
IUISL KaXXJIOrO TPOW3BOJMUTENS B PAMKAX PErHMCTPALMOHHOTO YJIOCTOBEPEHHS
JeKapCTBEHHOTO  Tpemapara B~ COOTBETCTBUM  C  TpeOOBaHUSMU
yHKTOB 27, 28 u 32 IlpaBun M HE MOXET MpEBbIIATh MUHUMAJIBHYIO LIEHY,
PACCUMTAHHYIO B COOTBETCTBHH C HACTOSIIUM Pa3AEIIOM.

46. Ilepepeructpanus npeaeabHON OTIYCKHOM IIEHBbI HA JICKAPCTBEHHBIM
npenapatr HHOCTPAHHOI'O MPOU3BOJCTBA OCYIIECTBIAETCS HA OCHOBAHUM:

a) 000OCHOBaHUS pacuera npeaeabHON OTIYCKHOM L[EHbI
Ha JIGKapCTBEHHBIM Mpenapar HHOCTPAHHOTO IPOU3BOJCTBA, B TOM YHUCIE
nepBUYHas W (WIM) BTOpUYHAs YMNAaKOBKA KOTOPOTO  OCYILECTBIIAETCS
WIH HNEPBUYHYIO u (wn) BTOPUYHYIO YIAKOBKY KOTOPOT'0
IJIAaHUPYETCS OCYILIECTBIATH B Poccuiickoir dDenepaunu, MIpeaCcTaBISIEMOR
Ha IepEeperucTpaLmo, cormacHo npuinoxeHuro Ne 10 k HacTosmen METOIUKE;

0) cBeeHnii O  CpeJHEB3BELIEHHOW  (aKTHMYECKOM IIeHe BBO3a
JIEKapCTBEHHOI'O MpernapaTa MHOCTPAHHOTO IMPOU3BOACTBA, MPELYCMOTPEHHBIX
npuioxeHuem Ne 10.

47. Ilepepeructpanus NpeaeabHON OTIYCKHOM IIEHBbI HAa JICKAPCTBEHHBIM
npenapar HMHOCTPAHHOTO IMPOU3BOJCTBA, MEpBUYHAsA U (WIM) BTOPUYHAS
YIOAKOBKa KOTOPOI'O OCYIIECTBIISIETCS WM IEPBUYHYIO U (WIM) BTOPUYHYIO
YIIAKOBKY KOTOPOTO IUIAHUPYETCA OCYIIECTBIATH B Poccuiickonn ®enepanumu,
Ha JICKapCTBEHHBIN MpernapaT OCyLIECTBISETCS HA OCHOBAHUH:

a) CBEICHMI, MPEeAyCMOTPEHHBIX HpwiokeHueM Ne?2 K Hacrosmen
METO/IHKE;

0) 000CHOBaHUS pacuera IpeneabHON OTILYyCKHOU LEHBI
Ha JIGKapCTBEHHBIM Mpenapar HHOCTPAHHOTO IPOU3BOJCTBA, B TOM YHUCIE
nepBUYHas W (WIM) BTOpUYHAs YMNAaKOBKA KOTOPOTO  OCYILECTBIIAETCS
WIM TEpPBUYHYIO U (WIM) BTOPUYHYIO YIAKOBKY KOTOPOTO IUIAHUPYETCS
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OCYUIECTBIISITh B Poccuiickon denepannu, MIPEJICTABIIAEMOM
Ha TMEPEePEerucTpalmio, MpeaycMOTpeHHoro mnpuioxkenueM Ne 10 k HacTosien
METO/IUKE.

48. IlpenenpHas OTHYyCKHasi 1I€Ha Ha JIEKQPCTBEHHBIM mpemnapar
WHOCTPAHHOTO IPOU3BOJCTBA, B TOM 4YHCJE TEpPBUYHAS U (WJIM) BTOpUYHAS
yIaKOBKa KOTOPOr0 OCYIIECTBJISETCS WM IMEPBUYHYI U (UJIM) BTOPUUYHYIO
YIAaKOBKY KOTOPOTO IUIAHUPYETCA OCYLIECTBISATh B Poccuiickoit denepanuu,
Opyu €€ TepeperucTpaliyd  MOJJICKUT YBEIMYCHHUIO TIPH  COOJIOJICHUM
CJHEYIOIIMNX YCIOBUM:

a) €CIM POCT Kypca HAIMOHAJIBHOM BaIOTHI KaXXJOr0 TOCYJIapCTBa-
OPOU3BOJIUTENS K PYyOJIIO CO JHS NPUHATUSA PEIICHHS O TOCYJIapCTBEHHOM
perucTpalui  WId  NEPEepPerucTpalid  NPEeAeIbHOM  OTIYCKHOM  II€HBI
NPOU3BOJAUTEINS Ha JIEKAPCTBEHHBIM Mpenapar 10 OTHOUIEHUID K KypCy
HallMOHAJIBLHOW BAJIIOTHl MO JIEHb IMOJAa4M 3asBJIEHUS O TOCYJIapCTBEHHOU
NepEePerucTpalii  TMPEBBIACT  MPOTHO3UPYEMBIH  ypPOBEHb  MHQJISALINH,
YCTAHOBJIEHHBIH Ha TeKynuid roja deaepaibHbIM 3aKOHOM O (eaeparbHOM
Oro/KETe Ha COOTBETCTBYIOIIMM (PUHAHCOBBIM TOJ W IUIAHOBBIA TEPUOJ
(3a MCKJIIOUEHHMEM CJIy4YaeB, MPEJIYyCMOTPEHHBIX a03aleM TPEeThbUM IYHKTa 36
[TpaBuin);

0) eciu cpeaHEB3BEIIeHHAs (pakTUuecKas IleHa BBO3a JIEKAPCTBEHHOIO
npenapata (IIs1 JIGKAPCTBEHHOTO IIperapaTta HMHOCTPAHHOTO TIPOU3BOJICTBA,
nepBUYHass W (WIM) BTOPUYHAS  YMAaKOBKAa KOTOPOTO  OCYIIECTBIISETCS
WIM TIEPBUYHYIO W (WJIM) BTOPUYHYIO YIIAKOBKY KOTOPOTO IUIAHHPYETCS
ocymiecTBiIsITh B Poccuiickoit denepaniu, NpUMEHSIETCS CpPEIHEB3BEIICHHAS
(hakTHyeckas OTIYyCKHAs I1I€Ha) 3a OTYETHBIH NEepPHOoJ, MPEayCMOTPECHHBIM
nyHkToM 40 [IpaBun, OblIa HUXKE 3apETUCTPUPOBAHHON HA ATOT MEPUO/] IICHBI
He OoJjiee 4YeM Ha MPOTHO3UPYEMBI YpPOBEHb HHQJISAINM, YCTaHOBJICHHBIM
HAa TeKymuid T1oJ (¢denepadbHbIM 3aKOHOM O (eaepasbHOM OrOJKETE
Ha COOTBETCTBYIOIINI ()MHAHCOBBIHN T'OJ] U TIJIAHOBBIN TIEPUOT;

B) €CJIM MpejAeibHasl OTMYCKHasi I1l€Ha Ha JIEKApCTBEHHBIM mpemnapar
WHOCTPAHHOTO TIPOM3BOJCTBA IPHU €€ TEPEePEeTUcCTpallid HE MPEBBIIIACT
MUHUMAJIbHYIO OTIIYCKHYIO II€HY Ha JICKApPCTBEHHBIM MpemnapaTr MHOCTPAHHOIO
MPOU3BOJICTBA B MHOCTPAHHBIX TOCYJIapCTBAX, YKa3aHHBIX B OpuiiokeHuu Ne 3
K HacTOsIllE METOAMKE, W B CTpaHE NPOU3ZBOJUTENS, OIPEACICHHYIO
B COOTBETCTBUU ¢ pazzaenom VII HacToselh METOAMKY HA OCHOBAaHUU pacueTa,
NpeyCMOTPEHHOTO TpuiokeHnemM Ne 4 K HacTosied METOIMKE, C YYETOM
pacxo/ioB 1O yIUIaTe TaMOXEHHBIX COOPOB 3a COBEPIICHHE TaMOXKEHHBIX
omnepalnii, CBSI3aHHBIX C BBIITYCKOM TOBAapOB.
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49. llpennaraemass K TIEpEeperucTpalvd IMpelaesibHas OTIYCKHas LEeHa
Ha BOCIPOM3BEJCHHBI JIEKAPCTBEHHBIM IMIperapaT HE MOXKET IPEBBIIIAThH
OTIYCKHYIO ILI€HY, PACCUMTAHHYI) B COOTBETCTBUM C HACTOSILIEH METOJIUKOU
¢ yuetom TpeboBanuit nmynkra 33 [IpaBui.

50. BenuunHa yBeJIMYEHUS 3apETUCTPUPOBAHHON MPEACIbHON OTIYCKHOM
LIEHbl Ha JIEKApPCTBEHHBIM IIpernaparT WHOCTPAHHOIO TMPOU3BOJACTBA MPH
ee mnepepeructpauuu (Y, ) (IPOLUEHTOB) C OKPYIJIEHHEM [JO COTBIX

ompenensieTcs no popmye:

V, =M, %xK, - Ha = Hewt |, 000,

3

rac I—ICBI - CPCOAHCB3BCHICHHAA CI)aKTI/I‘-IeCKaH I[ICHa BBO3a JICKAPCTBCHHOI'O

rpernapara UHOCTPAHHOI'O IIPOU3BOJCTBA, BBE3EHHOI'O 3a OTYETHBIM MEPUOJ,
npenycMoTpeHHblii  myHKTOM 40 [IpaBun, paccuuTaHHas B COOTBETCTBHUHM
¢ paznenom VI HacTosieit MeTouku (pyosieit).

51. BennunHa yBenMYEHUs 3apETUCTPUPOBAHHON NIPEAEIIBHON OTIYCKHOM
LIEHBbl Ha JICKApCTBEHHBIW IPENapaT UHOCTPAHHOI'O IPOU3BOJICTBA, IEPBUYHASL
U (WIM) BTOpPUYHAs YIMAKOBKAa KOTOPOTO OCYIIECTBISETCS WM NEPBUYHYIO
U (WIM) BTOPUYHYIO YHAKOBKY KOTOPOrO IUIAHUPYETCS  OCYIIECTBIISATH
B Poccurickon @enepauuu, IIpU €€ TMEPEPETUCTPALUN  OIPEAEIAETCS
1o popMyiie, IPUBEIEHHON B MyHKTE 42 HACTOSIIEH METOAUKU.

52. B ciydae ecnu 3a OTUETHBIA ITEPUO, IPELYCMOTPEHHBIN ITyHKTOM 40
IIpaBui, JieKapCTBEHHBIM mpenapar B paMKaxX OJHOIO0 PETrUCTPALMOHHOIO
yIOCTOBEpEHUsT  BBO3WIICS Ha Ttepputoputro  Poccuiickon  Denepanuu
MHOCTPAaHHBIM MPOU3BOAUTENIEM (MMIIOPTEPOM) M OTIPYXKaJICS HWHOCTPAHHBIM
MPOU3BOAMUTENIEM, OCYIIIECTBIISABIINM MEPBUYHYIO U (WJIM) BTOPUUHYIO YIIAKOBKY
JIEKapCTBEHHOro Ipenapara B Poccuiickoir denepanuu, pacyer NpPeAcIbHOU
OTIYCKHOM LEHBI IPOU3BOAUTEIS NPU €€ MEPEPErucTpalii OCYIIECTBIISIETCS
C OJHOBPEMEHHBIM TPUMEHEHHUEM CpPEJIHEB3BEIIEHHON (AKTUUECKON IEHBI
BBO3a U CpPEJHEB3BEUIEHHOM (DaKTHUECKOW OTIYCKHOW IIE€HBI JIEKAPCTBEHHOTO
mpernapara.

OHOBpEMEHHOE TMPUMEHEHUE CPEJIHEB3BEIICHHON (HDaKTUUYECKOU IIEHBI
BBO3a U CpPEJHEB3BEUICHHOM (DaKTHUECKOW OTIYCKHOW II€HBI JIEKAPCTBEHHOTO
npernapara BMECTO NHPUMEHEHHsS] OTIEIbHO CpPEIHEB3BEIICHHON (HaKTHUECKO
LIEHbl BBO3a JIEKAPCTBEHHOI'O IIperapara U OTAEIBHO CPEAHEB3BEIICHHON
(dakTUYeCKOW OTMYCKHOM II€HBI JIEKAPCTBEHHOIr'O IMpernapara MpeayCMOTPEHO
IIpU  NEPEPETUCTPALlMM  IPENEIIBHOM  OTIIYCKHOW ILI€HBl  IPOU3BOJIUTEIS
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Ha JIEKAPCTBEHHBIM TMpernapaT B Cilyyasx, MNPEAYyCMOTPEHHBIX ITYHKTOM 36
[IpaBwi, 1 pacyeToB B COOTBETCTBUU C TMOJANYHKTOM "O" myHKTa 48,
nyHkTtaMmu 50 u 51 HacTosIEed METOAUKH.

X. Pacyer npeaenpHOM OTITYCKHOM LIEHBI ITPOU3BOAUTEIIS
Ha JIEKaPCTBEHHBIHN Mpenapar npu €€ NepeperucTparuu
B [EJITX CHUKCHUS

53. Ilepepeructpanuns B LEIAX CHHKEHHS NPENEIbHON OTIYCKHOUM LEHBI
IIPOU3BOAMTEN HA JIEKAPCTBEHHBIM Ipenapar MNpPOBOAUTCS B  CIydasx,
IIPEAyCMOTPEHHBIX NOAMYHKTOM "a" myHKTa 44 IIpaBui, B CBA3U CO CHH)KEHHEM
LIEHbl B MHOCTPAHHOM BAJIIOTE HA JIEKAPCTBEHHBIM MpENapaT B MHOCTPAHHBIX
rocyJapcrBax, YKa3aHHbIX B HpwiIokeHMHM Ne3 K HacTosIed MeTOAMKE,
U B CTpaHE IPOM3BOAMTENII HAa OCHOBAHMM pacyeTa, MPEeayCMOTPEHHOTO
npwioxkeHueM Ne 4 K Hacrosleil METOIMKE, B ClIydae, €CId PacCUUTAHHAS
B COOTBETCTBUM ¢ paszaenom VII Hacrosdmen METOAMKM MHUHHUMAaIbHAS
OTIIyCKHasl 1I€Ha MPOU3BOIAUTENSI Ha JEKApCTBEHHBI Npenapar € Y4YeTOM
pacxoJoB MO YIIATE€ TaMOXXEHHBIX COOpPOB 33 COBEpPUICHUE TaMOKEHHBIX
Olepalnii, CBA3aHHBIX C BBITYCKOM TOBApPOB, HIXKE, YEM 3apETrUCTPUPOBAHHAS
IpejesibHas OTIYCKHAs LIEHA Ha JIEeKapCTBEHHBIN Npenapar.

54. Ilepepeructpanusi MpeaeabHOM OTIMYCKHOW ILIEHBI BOCIIPOM3BEIEHHOTO,
O0noaHaoroBoro (O6MOMOAOOHOI0) JIEKAPCTBEHHOTO IIpermapaTa MPOBOIUTCS
B ClIyyasix, NPedyCMOTPEHHBIX MOANMYyHKTOM "O" myHkTa 44 IlpaBui, B CBs3H
CO CHIDKEHHEM MpeJeNbHON OTIMYCKHON IIeHBI pe(epeHTHOro JIEKapCTBEHHOTO
Ipenapara B ciy4dasx, IpelyCMOTPEHHbBIX MOANYHKTOM "a" myHkTa 44 IIpaBui.

IlepeperucTpanuss B LEISIX CHHXKEHUS IPEACIbHOM OTIIYCKHOW LEHBI
BOCITPOU3BEJIECHHOTO, OMOAaHAIOTOBOTO  (OMOTMOMOOHOT0)  JIEKApPCTBEHHOTO
npenapara OCyLIECTBISETCA B CIydae, €ClIM 3aperucCTpUpPOBAaHHAsA MpEAeNIbHAS
OTIyCKHAsl 1IeHa BOCHPOHU3BEIEHHOro, OHOaHAIOroBOro (O6HOMOI0OHOrO)
JIeKapCTBEHHOI'O Mperapara MPEeBBIIAET 1EHYy pedepeHTHOro JIeKapCTBEHHOTO
npenapara, NEepPeperucTPUPOBAHHYIO B LENAX CHI)KEHUS B COOTBETCTBHHU
C MyHKTOM 53 Hacrtosmed Meroauku. Ilpu 3ToM mpenenpHas OTIyCKHas LIEHA
BOCITPOU3BEJIECHHOTO, OMOAaHAIOTOBOTO  (OMOTMOMOOHOT0)  JIEKApPCTBEHHOTO
npenapara MOJJIEKHT CHW)KEHUIO 10 MHHHAMAJIBHOM OTHYCKHOM IEHBI
MPOU3BOJUTENS Ha peEepeHTHBIN JeKapCTBEHHBIM MpemapaT B WHOCTPAHHBIX
rocyJapcrBax, yKa3aHHbIX B HpwiIokeHMHM Ne3 K HacTosIIed METOAMKE,
U B CTpaHE IPOM3BOAMTENII HAa OCHOBAHMM pacyeTa, MPEeayCMOTPEHHOTO
npuioxkeHueM Ne 4 kK HacToAIIE METOIUKE.
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55. Ilepeperucrpanus 111019 (193 (0)7 OTITYCKHOM LEHBI
Ha BOCIIPOM3BEJICHHBIN, OMOaHANOTOBbIN (OMOMOJOOHBIN) JIEKAPCTBEHHBIM
npenapaT  MHOCTPAaHHOTO  MPOM3BOJACTBA, B TOM  4YHUCJIE IE€pPBUYHAL
U (WIM) BTOpUYHASA YIAKOBKAa KOTOPOTO OCYIIECTBISIETCS WM TEPBUYHYIO
U (WIM) BTOPUYHYIO YHAKOBKY KOTOPOrOo IUIAHUPYETCS  OCYIIECTBIISTH
B Poccuiickon @enepanuu, NOPOBOAUTCA B CIyYasX, MPEeAyCMOTPEHHBIX
noanyHkToM "B" myHkTa 44 IlpaBui, Ha OCHOBaHMM JAHHBIX pacueTa
NOpelebHbIX OTIYCKHBIX II€H Ha BOCHPOM3BEACHHbIC, OHMOAHAJIOTOBBIC
(6ronmo100HbIC) JIEKapCTBEHHBIE npenaparsl, MPECTaBIISIEMbIX
Ha TOCYJIapCTBEHHYIO PErMCTpallii0 B COOTBETCTBUU C NpuiiokeHuem Ne 7
K HAacTOSIIIE METOOUKE B CBSI3M C TOCYJApPCTBEHHOM PpErHUCTpalMeil BTOPOM
HEHbl HAa COBINAJAIIMN 1O  MEXIYHAPOAHOMY  HENATEHTOBAHHOMY
HAaUMEHOBAHHUIO, JIEKAPCTBEHHOW (opme U  J03upoBKe (KOHIEHTpPALIHH,
aKTUBHOCTU B €JMHUIAX JEWCTBHUS) BOCHPOU3BEICHHBIN, OMOAHATIOTOBBIMI
(6romo100HBIN) TIeKapCTBEHHBIN Mperapar.

[lepepeructpanuss B LENAX CHUXKEHUS NPEACIbHOM OTHYCKHOW IIEHBI
Ha BOCIIPOM3BEJICHHBIN, OMOAaHANOTOBbIN (OMOMOJOOHBIN) JIEKAPCTBEHHBIM
npenapaT  MHOCTPAaHHOTO  MPOM3BOJACTBA, B TOM  4YHUCJIE IE€pPBUYHAL
U (WIM) BTOpUYHASA YIAKOBKAa KOTOPOTO OCYIIECTBISIETCS WM TEPBUYHYIO
U (WIM) BTOPUYHYIO YHAKOBKY KOTOPOrOo IUIAHUPYETCS  OCYIIECTBIISTH
B  Poccuiickont  ®epepauuu,  OCYWIIECTBISAETCA B Cilydae, €CJH
3apETrUCTPUPOBAHHAS  MpeleibHAasg OTIYCKHAs I1I€HAa [PEBBILIAET ILEHY,
pPacCUMTaHHYK0 B KAauecTBE IIPOEKTa IMPEHECIbHONM OTIYCKHOM  IEHBI
Ha BOCIIPOM3BEJICHHBIN, OMOAaHANOTOBbIN (OMOMOJOOHBIN) JIEKAPCTBEHHBIM
IIperapar B COOTBETCTBUM ¢ pasnesioM Il HacTosmen MeToaquKu.

56. IlepeperucTpanus npeieabHON OTIIYCKHOM LIEHBI BOCITPOU3BEAECHHOTO
OroaHanoroBoro (6GMOMoJ00HOI0) JEKAPCTBEHHOTO Mperapara MPOU3BOIUTEIIS
rocyjapcrtsa - wieHa EBpa3uiCKOTO 3KOHOMHUYECKOTO COK3a MPOBOJIUTCS
B  Cllyyadx, [peayCMOTpeHHbIX mnoanyHKkToMm "r" mnyHkrta 44  IlpaBui,
Ha  OCHOBAaHMM  [JAHHBIX  pacueTra  MpPENETbHbIX  OTIYCKHBIX  LIEH
Ha  BOCHPOU3BEICHHBIE  JIEKAPCTBEHHBIE  IPENApaThl, IPEICTABISIEMBIX
Ha TOCYJIapCTBEHHYIO PErMCTpAldi0 B COOTBETCTBUU C NpHiiokeHuem Ne 7
K HAacTOSIIIE METOOUKE B CBSI3M C TOCYJApPCTBEHHOM PpErHUCTpalMeil BTOPOM
HEHbl HAa COBINAJAIIMN 1O  MEXIYHAPOAHOMY  HENATEHTOBAHHOMY
HAaUMEHOBAHHUIO, JIEKAPCTBEHHOW (opme U  J03upoBKe (KOHIEHTpPALIHH,
aKTUBHOCTU B €JUHUIAX JIEWCTBHs) BOCIPOU3BEIICHHBI OHOAHAJIOTOBBIM
(OuomoMOOHBIN) JIEKAPCTBEHHBIM MpenapaT MNPOU3BOJUTENSI TOCYyJapcTBa -
yieHa EBpa3uilckoro 3kOHOMUYECKOTO COr03a.
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[lepepeructpanuss B LENAX CHUXKEHUS NPEACIbHOM OTHYCKHOW IIEHBI
BOCIIPOM3BEJACHHOTO  OMOaHANOroBoro  (O6MOMOA00HOT0)  JIEKApCTBEHHOTO
npenapata  OpOWU3BOAUTENS  TocyJapcTBa -  wieHa  EBpasuiickoro
AKOHOMMYECKOTO COK03a OCYIIECTBIISIETCS B CIIydae, €CJIM 3apEerucTPUPOBAHHAs
npeAelbHas OTIYCKHAsl 1I€Ha MPEBBIIIAET ILIEHY, PACCUUTAHHYIO B KayecTBE
OPOEKTa MPEAEIbHON OTIIYCKHOM LEHBI HA BOCITPOU3BEACHHBIN JIEKAPCTBEHHBIM
npenapar MpOU3BOIUTENIS TOCYAapCTBa - ujieHa EBpa3niickoro 3KOHOMUYECKOTO
COr03a B COOTBETCTBUU € pazaenoM Il HacTosmen MeToauKu.

57.1lpenenbHass OTHYyCKHAas I1I€HA Ha JIEKAPCTBEHHBIA Ipernapar
OpU MEpPEepPEerucTpaluyd B LEJSIX CHUKEHUS YCTAaHABIMBAETCA MJIA KaXKJIOIrO
OPOU3BOJUTENS B PAMKax PErMCTPALlMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOIO
npenapara B COOTBETCTBUU ¢ TpeOoBaHUAMH MYyHKTOB 27, 28 u 32 [IpaBut.




CBEAEHUA

[MTPMJIOXKEHUE Ne 1

K METOJMKE pacyeTa MpeAesIbHbIX OTIYCKHBIX LIEH
IIPOU3BOAMTEIIEH HA JIEKAPCTBEHHBIE MPENapaThl,
BKJIFOUEHHBIE B MTEPEUYEHb )KM3HEHHO HEOOXOIMMBIX
Y BaXHEHIIMX JIEKAPCTBEHHBIX MPENapaToB
JUTSL METUIIMHCKOTO IPUMEHEHUS

0 HAJIMYMH 3aPerMCTPUPOBAHHBIX MpPee/IbHBIX OTIYCKHBIX IeH 3asiBJIsIEMOr0 JIEKAPpCTBEHHOT0 npenaparal

(HanMeHOBaHHNE OpraHN3AINH-3asIBUTEIIS)

[. CBenenust 0 IeKapCTBEHHOM ITperapare

1. Homep perucTpalinioHHOTO yA0CTOBEPEHUS

2. Mexcz[yHapo,uHoe HCMMATCHTOBAHHOC, WX I'PYIIITUPOBOYHOC, NI XUMHUYCCKOC HAUMCHOBAHUC

3. ToproBoe HaMMEHOBaHUE

4, .HCKapCTBCHHaSI Q)opMa, AO3HUPOBKa (KOHHCHTpaHI/IH, AKTUBHOCTDH B €IMHUIAX IICIZCTBPIH)

5. Ob1mee KOMMYECTBO BO BTOPUIHOM (IMTOTPEOUTEIHCKOM) YITAKOBKE




Bnagenen 3aperucTpupoBaHHAs MpeleTbHas OTIYCKHAs LIE€Ha IPOU3BOIUTEINS
peructpanuronHoro | JlekapcTBeHHas Hata u HOMEp Ha jiekapcTBeHHbIN npenapart (6e3 HIC), pyoneit
OCTOBEPEHMA opMa MIpUKa3a
zHOI/ISBOI[II)/ITeHB, ;((()Enp OB;(a Kommiectso o roc ):I[)a CTBEHHOU
pyrIaKOBIHI/IK ’ (KOHHeIpraHHH BO BTOPHUHOJ pe};HcIT)pauHH
s > L
(HOTpe6I/ITeJ'II>CKOI/I) ( ) 34 BTOPUYHYIO pacyeT 3a OJHY PACYET 33 CIHHHUILY
opraHu3arus, aKTUBHOCThH - HCpCpCFHCTpaI}HH (HOTPEGUTENBCKYIO) | TeKAPCTBEHHYTO |
OCYIIECTBIIAIOIIA B €IUHHUIIAX npeaeinbHOU YIIaKOBKY (b opMy ACHUCTBYIOMICTO BCIICCTBA
BBIITY CKAIOIIN I JICUCTBUSA) OTIYCKHOM LIEHBI
KOHTPOJIb
1 2 3 4 5 6 7

II. Pacuet nensl

3HaueHue, paCCUUTaHHOE UCXO/S U3 CPETHETO
apuQMeTHYECKOTO 3HAUECHHUS MTOCIIETHIX
3apeTrUCTPUPOBAHHBIX IICH Ha OKaimme
10 3HAUYEHUIO KOJIHYECTBA JIEKAPCTBEHHOTO
mpemnapaTta BO BTOPHYHOM (TOTPEOUTETHCKOM )
YIaKOBKE 3asBJIIEMOTO JIEKAPCTBEHHOTO
npenapara, yMHOXEHHOE Ha KOJIMYECTBO
JIEKapCTBEHHOT'0 IIperapara BO BTOPUYHON
(TOTpeOUTENBCKOI) YITaKOBKE 3asBIISIEMOTO
nekapcTBeHHoro npenapara (6e3 HIC), py6uieii?

npenapara, yMHOKCHHOC Ha KOJIMYCCTBO CAMHHAIL

nekapctBeHHoro npemapara (6e3 HIC), pyouneit?

3HavYeHHEe, pACCYUTAHHOE UCXOMS U3 CPEAHETO
apuhMETUIECKOTO 3HAUCHHS TTOCIICTHUX
3apEeTUCTPUPOBAHHBIX 1IEH
Ha OJIKalIie 1o 3HAYCHUIO JIO3UPOBKH
(KOHIIEHTpAINH, aKTUBHOCTH B €IMHULIAX
NENCTBUS) 3asIBIISIEMOrO JIEKAPCTBEHHOTO

HGfICTBYIOHIGFO BCIICCTBA 3asABJIACMOI'O

PacderHas npenenbHas OTIYCKHAs IICHA
3asBIISIEMOTO JIEKAPCTBEHHOTO TIperapara
3a BTOPUYHYIO (TTOTPEOUTEIIBCKYIO) YITAKOBKY
(6e3 HIIC), py6Oaneit*




PyxoBogurens
OpraHu3alMu-3asBUTEIIS

(oammch) (pammmms, (tenedon, agpec IMEKTPOHHON TOUTHI)
UMSI, OTYECTBO
(pm HaTHYVIH)

Ucnionaurenp

(moamnucs) (pamuus, (TenedoH, azpec 3JIEKTPOHHOU TTOUTHI)
UM, OTYECTBO
(npu HanMUY¥H)

! Vka3bIBatOTCs CBeIeHUs 000 BCEX PETHCTPAMOHHBIX YAOCTOBEPEHUSX, JIEKAPCTBEHHBIX (hOpMax, J03MPOBKaxX (KOHIIEHTPAIMSAX, aAKTHBHOCTH B €IMHHUIIAX JCHCTBUSA), YIIAKOBKAX, HA KOTOPbIC
3apEeTUCTPUPOBAHEI NIPEIEbHBIEC OTITYCKHBIE IIEHBI 3asBJIIEMOTO JIEKApCTBEHHOTO IIpenapara.

2 PaccyuThIBaETCA B Ciydae, YKa3aHHOM B IOMAIYHKTe "a" IyHKTa 3 METOAMKM pacyeTa MHpeIeNbHBbIX OTIYCKHBIX LEH NPOM3BOJUTENEH Ha JIEKAPCTBEHHBIE NpeNapaThl, BKIHOYEHHBIE
B MIepeUeHb )KU3HEHHO HEOOXOUMBIX M BaXKHEHIIIHNX JIEKAPCTBEHHBIX MIPENapaToB Ui MEUITHHCKOTO MPUMEHEHUs, YTBEepKIeHHOH ocTaHoBIeHneM [IpaButenbcTBa Poccuiickoit deaepanun
ot 30 mas 2025 r. Ne 805 "OO6 yTBepKIE€HHHW METOIUKH pacdyera MpeAeibHBIX OTIYCKHBIX IIEH MPOW3BOAUTENEH Ha JIEKapCTBEHHBbIE Mpenaparhl, BKIIOYEHHBIE B MEpPEUYCHb >KU3HEHHO
HEOO0XOANMBIX U BaKHEHIINX JEKAPCTBEHHBIX MPEMapaToB Ul MEAULIMHCKOTO IPUMEHEHUS .

3 PaccyuThIBaeTCA B Ciydae, yKa3aHHOM B IOIIyHKTe "O" MyHKTa 3 METOIMKHM pacyera NpelelbHbIX OTIYCKHBIX II€H NPOM3BOIMTENEH Ha JIEKAPCTBEHHbBIE NPENapaThl, BKIHOYEHHBIE
B MIepeUeHb )KU3HEHHO HEOOXOUMBIX M BaXKHEHIIIHNX JIEKAPCTBEHHBIX MIPENapaToB Ui MEUITHHCKOTO MPUMEHEHUs, YTBEepKIeHHOH ocTaHoBIeHneM [IpaButenbcTBa Poccuiickoit deaepanun
ot 30 mas 2025 r. Ne 805 "OO6 yTBepKIE€HHHW METOIUKH pacdyera MpeAeibHBIX OTIYCKHBIX IIEH MPOW3BOAUTENEH Ha JIEKapCTBEHHBbIE Mpenaparhl, BKIIOYEHHBIE B MEpPEUYCHb >KU3HEHHO
HEOO0XOANMBIX U Ba)KHEHIINX JIEKApCTBEHHBIX MPEMapaToB Uil MEIUIITHCKOTO IPIMEHEHH .

4 VKa3plBaeTCs pacyeTHas IpejielbHas OTIYCKHAs LeHa JIEKaPCTBEHHOTO Mpenapara Jis J03MPOBKU (KOHLIEHTPAMH, aKTUBHOCTH B €IMHUIAX JEHCTBHS) U OOLIEr0 KOJIMYECTBA BO BTOPUYHOMN
(mOTpeOUTENhCKOI) YITaKOBKE, MPEACTABIEHHBIX B MyHKTax 4 U 5 pa3aena [ HacTOSIIEro NpuiIoKeHusI.




CBEAEHUA

[TPMJIOXKEHHUE Ne 2

K METOJMKE pacyeTa MpeAesIbHbIX OTIYCKHBIX LIEH
IIPOU3BOAMTEIIEH HA JIEKAPCTBEHHBIE MPENapaThl,
BKJIFOUEHHBIE B MTEPEUYEHb )KM3HEHHO HEOOXOIMMBIX
Y BaXHEHIIMX JIEKAPCTBEHHBIX MPENapaToB
JUTSL METUIIMHCKOTO IPUMEHEHUS

00 00beMaxX M OTIYCKHBIX LIEeHAX HaXoAsIuXcs B o0Opamenuu B Poccuiickoii @egepannu JJeKapCcTBEHHbIX NPenapaToB
NPOU3BONTEJISI FTOCYAAPCTBA - YieHa EBpasuiicKoro 3K0HOMHYeCKOro 0132 1 JIEKAPCTBEHHBIX NMPenapaToB
HHOCTPAHHOI0 IPOU3BOACTBA, NePBUYHASA U (WJIM) BTOPUYHAA YIIAKOBKA KOTOPBIX OCYIIECTBJISCTCS
WIH MEePBUYHYIO U (WJIH) BTOPUYHYIO YIIAKOBKY KOTOPBIX INIAHUPYETCH OCyLIecTBJIATH B Poccuiickoil @exepaunu

3a mepuoxa ¢ r. mo

r.!

(HanMeHOBaHHNE OpraHN3AINN-3asIBUTEIIS)

[. CBenenHust 0 IEKapCTBEHHOM Iperapare

1. HOMep PEruCcTpaiuOHHOTO YAOCTOBCPCHUA

2. MexayHapoAHOE HEMAaTEeHTOBAaHHOE, WK IPYNIHUPOBOYHOE, WIH XMMHUUECKOE HAUMEHOBAaHUE

3. ToproBoe HaMMEHOBaHUE

4. JlexapcTtBeHHas (popma, 103UpOBKa (KOHIIEHTpAIHs, AKTUBHOCTh B €IMHUIIAX JIEHCTBUA)

5. OO01ee KOJIMYECTBO BO BTOPUUHOM (MIOTPEOUTENBCKOM) YIIaKOBKE
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II. Pacuet neHsl

KonnuectBo

CpenneB3BelieHHAs 3apeructpupoBaHHas [IpoekT npenenvHOMA
OTHYINEHHOTO (akTHYecKas OTIyCKHas npeaeabHasi OTIYCKHAs OTITyCKHOM LIEHBI IIporuo3upyemsrit Y BeIIUCHIC
JICKapCTBCHHOI'O LI€HA JIEKAPCTBEHHOIO L[€Ha JIEKapCTBEHHOT O 3a BTOPUYHYIO ypOBEHb UHQIISIIIHNH, ——
npenapara mpenapara 3a BTOpUUHYI0 | TIperapara 3a BTOPUIHYIO (MOTpeOUTENBCKYIO) YCTaHOBJICHHBIN oTII pCKHOﬁ HeHb!
(mOTPeOUTENBCKYIO) (TOTPEeOUTENBCKYIO) YIaKOBKY, MPEATOKEHHOW | Ha TEKyIIUU TOf, Y ’
HPOLIEHTOB?
TBIC. THIC. 6e3 HIC 6e3 HIC 2
yIaKkoBKy (0e3 , yIakoBKy (0e3 , Ha IepepeTruCTPAIHIO MIPOIICHTOB
yTaKoBOK pyoueit pyOieit py0ieii? (6e3 HJIC), py0ueii?
1 2 3 4 5 6 7




III. Peectp OTrpy30K JIEKApCTBEHHOTO Mpenapara 3a Iepuo.

c20 o 20 roj
Toprosoe HauMeHOBaHUE
Llena 3a ogHy .
(mekapcTBeHHas popmMa, O6bem OcraTouHbIi
Konnuectso YIaKOBKY
J03UPOBKa (KOHIIEHTpAIHs, peanuzanuu CPOK I'OJTHOCTH
Haumeno- Howmep Hara OTITYILIEHHOT O OTITYLLIEHHOTO
AKTUBHOCTH B €IMHUIAX [Tpous- . . JIEKapCTBEHHOTO | OTIYIIEHHOTO
. BaHUE TOBapHON | TOBAapHOW | JIEKAPCTBEHHOTO | JIEGKAPCTBEHHOTO
JEVCTBUS ), KOJTMIECTBO BOJIUTEIb . . mpernapara JIEKapCTBEHHOTO
N MOCTAaBIIMKA | HAKJIAJHON | HAKJIaJHOU npernapara, npernapara
BO BTOPUYHOMN (6e3 HIC), npernapara,
. YIaKOBOK (6e3 HIC), .,
(MOTPEOUTENHCKOIN) S1eit TBIC. pyOJein MIPOIICHTOB
YIIaKOBKE) Py
1 2 3 4 5 6 7 8 9
Hroro >3 >

CpenneB3BelieHHast (pakTHueckasi OTIYCKHasl lIeHa JIEKapCTBEHHOT O Mpenapara 3a BTOPUYHYIO (TOTPEOUTENHCKYIO)

ynakoBky (0e3 HJC), pybneit

Z rp.8>< 1 OOO/Z rp.6

PykoBoaurens
OpraHu3aln-3asIBUTEIIA

Ucnionaurenp

(moanuck) (pammmms, (Tenedon, agpec IMEKTPOHHON TTOUTHI)
HMsI, OTYECTBO
(ipn HATMYWN)

(moamuck) (pammmms, (Tenedon, agpec IMEKTPOHHON TTOUTHI)

WML, OTYECTBO
(ipy HATMYWN)

' OT4eTHBIH epUOA P FOCYIAPCTBEHHON PETHCTPALMH MIPEASIbHOM OTITYCKHOM [[EHBI IIPOU3BOAUTENSI Ha JICKAPCTBEHHBIHN Mpernapar ONpe/eNseTcs B COOTBETCTBHU ¢ ITyHKTOM 26 IpaBun
TOCYyapCTBEHHOM PETHUCTPalUM M MEPEPEerucTpaliy MPEeNeIbHBIX OTITYCKHBIX LIEH NPOU3BOAUTENCH Ha JICKapCTBEHHBIC IperapaTrhl, BKIIOYCHHBIC B IEPEUYCHb >KU3HEHHO HEOOXOIUMBIX
M BaXHEUIHMX JIEKAPCTBEHHBIX MpenapaToB Ui MEIWIIMHCKOTO TPHMEHEHHs, YTBEp)KIECHHBIX MocTaHoBieHHeM lIpaBurennctBa Poccuiickoit @enepaunu ot 8 ampens 2025 r. Ne 462
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"O rocyIapcTBEHHOM PETYJIMPOBAHUH IIEH Ha JEKapPCTBEHHBIE NPENapaThl, BKIIOUCHHBIE B IEPEUEHb KU3HEHHO HEOOXOIMMBIX M BXKHEHIIINX JIEKAPCTBEHHBIX MTPENapaToB I MEAUIIMTHCKOTO
MIPUMEHEHHs", OTYETHBIN MEPHO] IPH TEPEPETHCTPALINHN NIPEAETHHON OTIYCKHOH IIEHBI MPOU3BOANTENS Ha JIEKAPCTBEHHBIN MpENapaT ONPEeIsIeTCsl B COOTBETCTBUHY C MyHKTOM 40 yKa3aHHBIX
IIpaBun.

2 3amosHsIeTCSL TPU MEPEePEerducTPalMi MPENCIbHOM OTIYCKHOW LEHBI NPOM3BOAMTENsI HA JICKAPCTBEHHBIM MpernapaT B CIydasx, NPeAyCMOTPEHHBIX MHONIMyHKTOM 'T" myHkra 34
n myHKToM 36 IlpaBmi rocynapcTBEHHOM PETHCTpalMi M MEPEeperucTpaluyl MPEACTbHBIX OTIYCKHBIX IIEH IPOW3BOJHTENEH Ha JIEKApCTBEHHBIE NPEMaparhbl, BKIIOYEHHBIE B IEPEUYCHb
KHU3HEHHO HEOOXOAMMBIX M BaKHEWIIMX JIEKAPCTBEHHBIX MPENapaToB U1 MEAMIMHCKOTO TNPHMEHEHUS, YTBEPXKICHHBIX mocTaHoBieHHeM IIpaBurensctBa Poccuiickoit Penepannu
ot 8 ampens 2025 . Ne 462 "O rocyaapcTBEeHHOM PETYJIMPOBAaHUH IIEH Ha JICKApCTBEHHBIEC MPEMaparhl, BKIFOYCHHBIC B MEPEYCHDb )XU3HEHHO HEOOXOAWMBIX M BaXHEUIINX JIEKapPCTBEHHBIX
NpenapaToB A MEAULUHCKOIO IPUMEHEHUs" .

3 VKkaswplBaeTcsi CyMMapHOE KOJMYECTBO YMAKOBOK OTIYIICHHOIO JICKAPCTBEHHOTO IMpemapara 3a OTYETHBIM NEPUOA, MPEAYCMOTPEHHBIH IyHKTOM 26 wmnu myHktom 40 IlpaBmit
TOCYAAapCTBCHHON PETHUCTPALMM M MEPEPEerucTpaliyl MPEAEIbHBIX OTIMYCKHBIX IIEH TPOW3BOJHUTENICH Ha JICKApCTBEHHBIC NPEMapaThl, BKIOYEHHBIC B IEPEUCHb KH3HEHHO HEOOXOJMMBIX
1 BaXHEWIHMX JIEKAPCTBEHHBIX MpEnapaToB U MEIWIIMHCKOTO TIPHIMEHEHUs, YTBep)KIEHHBIX mocTtaHoBieHHeM lIpaBurensctBa Poccniickoit @emepannu ot 8 ampems 2025 r. Ne 462
"O rocyJapcTBEHHOM PETYJIMPOBAHUH IIEH Ha JEKapPCTBEHHBIE MPENapaThl, BKIIOUCHHBIE B IEPEUEHb KU3HEHHO HEOOXOIMMBIX W BRXKHEHIIINX JIEKAPCTBEHHBIX MTPENapaToB Il MEAUIIMTHCKOTO
NIpUMEHEHUS "

4 VkaspIBaeTCsl CyMMapHBIil 00heM pean3alni JIEKapCTBEHHOTO Tipernapara (B pyOIisix) 3a OTYETHBIN MTEPHOJ, MPEXyCMOTPEHHBINH MyHKTOM 26 win yHkToM 40 IpaBun rocyaapCcTBEHHOM
peTHCTpa W TEPEPETHCTPAllMM TPEIEIbHBIX OTIMYCKHBIX IIGH MPOM3BOAMTENCH HA JIEKApCTBEHHBIC IIPEHaparhbl, BKIIOYEHHBIE B IEPEYCHb IKU3HEHHO HEOOXOMMMBIX
1 BaXHEWIHMX JIEKAPCTBEHHBIX MpEnapaToB U MEIWIIMHCKOTO TIPHIMEHEHUs, YTBep)KIEHHBIX mocTtaHoBieHHeM lIpaBurensctBa Poccniickoit @emepannu ot 8 ampems 2025 r. Ne 462
"O rocyJapcTBEHHOM PETYJIMPOBAHUH IIEH Ha JEKapPCTBEHHBIE MPENapaThl, BKIIOUCHHBIE B IEPEUEHb KU3HEHHO HEOOXOIMMBIX W BRXKHEHIIINX JIEKAPCTBEHHBIX MTPENapaToB Il MEAUIIMTHCKOTO
NIpUMEHEHUS "

[Ipumeuanue. JlonomuurensHo B (opme Tabmmnunbix naHHbIX (Excel) mpeacraBisitoTcss gaHHble 00 00beMax peanu3aluu
JIEKapCTBEHHBIX NPENapaToB MO BCEM (PAKTUYECKUM OTIYCKHBIM I[€HAM 32 OTYETHBIH MEepUOJa B 3JIEKTPOHHOM
BUJIE.




[TPUJIOXEHUME Ne 3
K METOJMKE pacueTa NpeAeiabHbIX OTIYCKHBIX [IEH
IIPOU3BOJAUTEIIEH HA JIEKAPCTBEHHBIE ITPEIapaThl,
BKJIFOUCHHBIC B TIEPEUYCHB )KM3HEHHO HEOOXOTUMBIX
Y BaKHEWIIMNX JICKAPCTBEHHBIX MPENapaToOB
JUIS. MEAUIUHCKOTO TPUMEHEHHUS

HEPEYEHD

HHOCTPAHHBIX I'OCYAAPCTB, B OTHOIICHUH KOTOPBIX MPeICTABJIACTCH
uHopmanus 00 ypOBHe MUHUMAJIBHBIX OTIIYCKHBIX L[EH
HA JIEKapCTBEHHbIE NIPenaparhbl

. KoponesctBo benbrus

. Benrpus

. I'peueckas Pecnybnuka

. KoponesctBo Mcnanus

. KoponesctBo Huaepnanios
. Pecniy6mnuka Ilonbima

. PyMbIHMSA

. CnoBarikas Peciy6nuka

. Typenkas PecmyGiuka

10. ®paniysckas Pecnybnuka
11. Yemickas Pecnybnuka

O© 0 1 N Dt bW N —




PACYET

[TPMJIOXKEHUE Ne 4

K METOJMKE pacyeTa MpeAesIbHbIX OTIYCKHBIX LIEH
IIPOU3BOAMTEIIEH HA JIEKAPCTBEHHBIE MPENapaThl,
BKJIFOUEHHBIE B MTEPEUYEHb )KM3HEHHO HEOOXOIMMBIX
Y BaXHEHIIMX JIEKAPCTBEHHBIX MPENapaToB
JUTSL METUIIMHCKOTO IPUMEHEHUS

npeaejibHON OTNYCKHOM LEeHbI MPOU3BOAUTE/ISA HA JIEKAPCTBEHHBIN Npenapar,
NpeACTABJISAEMON HA TOCYAaPCTBEHHYI0 PeruCcTPANuIo (MepeperucTpamnu)

(HaI/IMeHOBaHI/Ie OpFaHI/ISaHI/II/I—SaHBI/ITeHH)

I. CBenenust o JIeKapCTBEHHOM IIpenapare

1. Homep perucTpaiimOHHOTO Y0CTOBEPEHHUS

2. MG)KI[YHapOI[HOC HEMMAaTCHTOBAHHOC, WX I'PYIIIIUPOBOYHOC, NI XUMHUYCCKOC HAUMCHOBAHUEC

3. ToproBoe HaUMEHOBaHHE

4. JlexkapctBeHHas (popma, 103UpoBKa (KOHIICHTpAIIHs, AKTUBHOCTh B €IMHUIIAX JICHCTBUA)

5. O011ee KOIMYECTBO BO BTOPUYHOH (TOTPEOUTEIBCKOM) YITaKOBKE




II. Pacuet ensl

MunnmanbHas OTITyCKHasA
ICHa MPOU3BOAUTCIIA

[IpoexT oTmyckHOM
1eHsl "mocraBka 0e3

JelicTByromas cTaBka

[IpoekT pacueTHOM npenenbHOM
OTITYCKHOM 1I€HBI TPOU3BOJAUTEIIS C

Ko . CT‘; }JIT:I;;%‘i:;?;;:;ﬂljlp;léagglmx e ot Til\(/)lgﬁzilzfzﬂ Coopst Y4YETOM PaAcXOJ0B II0 yILIaTe

TH B3/ HHOCTDAHHBIX TOCY[apCTBAxX) HOMITHHEL H ¢6OpOR 3a TAMOXKEHHOE TaMO>XE€HHBIX COOPOB
odopmienue, 3a COBEPIIICHUE TAMOXXCHHBIX

EADC 3a TAMOKEHHOE Seii? .
HAMMEHOBAHME S — pyoueit orepanui, CBI3aHHBIX
HMHOCTPAHHOTO 1ieHa, pyoeit py6ueii? IPOLIEHTOB | pyOJIeii C BBIITyCKOM TOBaP?B (6e3 HAC),
rocyJapcraa pyOueit
1 2 3 4 5 6 7 8




III. CBenenust 00 ypoBHE MUHUMAJIBHBIX LIEH

MuHuManbHast OTIyCKHAs lIeHa . L3
N MuHEManbHas OTIYCKHAas [IeHa TPOU3BOUTEIIS Ha JICKApCTBEHHBIH Mpenapar, pyonei
JlexapcTBeHHast no rpadam 7 - 18, pyomeit
Toprosoe Konngectso
dopwma,
HAUMEHO-| o hxa BO =
o 2]
BaHUE p BTOPHYHO pacuer pacuer 2 = =S | 8 g2 | s =9 | 8| §¢g g 5
(KOHILIeHTpanusl, & w s s E = E X E < 5 S E 5 = 2 5 £ < E
IeKAPCT- | HOCTD (motpedu- sa 32 0/Hy | 3a eMHMIY | 2 = g 2 E g = 2 = E g = 2 = g E Q E S B EE
o o —~ = <
BEHHOTO TEIBCKOI) nekapcT- | JefcTBy- 2= £ o8l es| g5 | CE o gS | 88| 28| 89| &3
B €MHHUIAX YIaKOBKY S 3 o o E S S 3 & E'S = c E & E == 3 E & 2
npernapara neficTans) YIaKOBKE BCHHYIO IOLLIETO S & 3 S &= 3= i 5 3 S s 3 53 @) =
bopmy BEHIECTBA | X ~ | = T | & A~ ~ B A - &
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18
Hroroseie 3HaUEHUS
MuHuMasbHas pacyeTHas MuHuManbHast OTIYCKHAs [IeHA
MuHHManbHAs pacyeTHas OTIIyCKHAsI [[eHa TPOU3BOUTEIIS MIPOU3BOJMTENS Ha JICKAPCTBEHHbIH .
N HasBaHnue cTpaHbl ¢ MUHIMANbHON
OTITyCKHAs 1IeHa POM3BOIUTEIS 3a eJIMHHUILY IeHCTBYIOIIETO npemnapar B CTpaHe MpOU3BOUTENS . . ;
OTIYCKHOH LIEHOH OcobenHoctH

3a OJIHY JIEKApCTBEHHYIO (hopMy,
py6ueii*

BEIECTBA JIEKAPCTBEHHOTO
npemnapara’,
pyOnei

U B IPYTHX CTPaHax
(c yueroMm mepecuera),
pyOueii

Ha JIEKapCTBEHHBIH npenapar®
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IV. Kypc BamoT 1115 pacyeTa MUHMMAaJIbHBIX OTITYCKHBIX IIEH Ha JIEKAPCTBEHHBIE MPETapaThl

3a nepuona ¢ T. IIO T.
Crpana HanmenoBanue BamtoThl Cpenuuii Kypc BamtoThI
1 2 3
PykoBoaurens
OpraHu3alu-3as1BATCILA
(moamnuce) (bamums, (TenedoH, agpec AIEKTPOHHOHN MOYTHI)

UMsI, OTYECTBO
(pu HATUYMH)

Ucnonaurenp

(Tmoamuce) (pammmms, (Tenedon, agpec IMEKTPOHHON TOUTHI)
UM, OTYECTBO
(pu HaNHYMH)

! VkaseiBatoTcsi naHHele u3 rpadpl  "MuHMManeHas OTIYCKHAs II€HAa [IPOM3BOAMTENsI HA JICKAPCTBEHHBIM Mpermapar B CTPaHE IPOM3BOAWTENSI W B JAPYIHX CTpaHax
(c yueTom mepecueta), pyoueit" noapasaena "HMroroseie 3HaueHus" pasznena I HacTosmero NpruITokeHNsT 1 HHOCTPaHHOE TOCYAAapPCTBO, IIeHa KOTOPOTO HCIIOIB30BaNIach IS PacdeTa.

2 He 3amounHsieTcst Al JICKApCTBEHHBIX MPENapaToB MPOM3BOJUTENS FOCYJapCTBa - WicHa EBPasuiicKoro 5KOHOMHYECKOTO COI03a M JICKAPCTBEHHBIX IIPEapaToB HHOCTPAHHOTO IPOM3BOICTBA,
MepBUYHAS U (WIM) BTOPUYHAS yIAaKOBKA KOTOPBIX OCYIIECTBISIETCS MIIM IIEPBUYHYIO U (MJIH) BTOPUYHYIO YIIAKOBKY KOTOPBIX ITAHUPYETCS OCYIIECTBIATE B Poccuiickoit @enepanum.

3 Pacuer LeHBI IPOM3BOAUTCS [IyTEM IIepeceTa HEeHbI JISKApCTBEHHOTO Mpenapara B HHOCTPAHHOM BaIIOTE B Py0JId IO KypCy, yKa3siBaeMOMY B paszaeie [V HaCTOSIMIEro MpUIIOKeHNS.

4 PaccumThIBacTCS B Cllydae TOCYAApCTBEHHON pEerucTpaudu (MepeperucTpanui) IPEAebHON OTIIYCKHOM LEHBI Ha JIEKAPCTBEHHBIH Mpenapar ¢ KOJIMYSCTBOM JICKapCTBEHHOTO IIpermapara
BO BTOPHUYHOI (OTPEeOUTEIHCKOI) YITAKOBKE (KOIMUECTBOM 103 B YIAKOBKE, 00HEMOM), KOTOPOE OTCYTCTBYET B pe(epeHTHBIX CTPaHaX.

3> PaccUMTBIBAECTCS B CITydae TOCYIapCTBEHHOM perrcTpann (epeperncTpaini) MpeaeibHON OTITYCKHOM IIeHbl Ha JICKapCTBEHHBIN Mpernapar ¢ J03UPOBKOM (KOHIIEHTpAIHeH, aKTHBHOCTHIO
B CIMHHUIAX EHCTBH), KOTOpasi OTCYTCTBYET B pe(PEPEHTHBIX CTPaHaX.

6 VKa3pIBaeTCs HA3BAHKE CTPAHBI, OTITyCKHAsI [ICHA Ha JICKAPCTBEHHBIH Mpenapar B KOTOPOH SIBISICTCS MUHAMAIBHOM CPEAN LCH Ha JICKapPCTBEHHBIN HpenapaT B pe)epeHTHBIX CTPaHaX.



7B caydae ecid ICHBI B OTAGNBHBIX CTpPaHAX ONPEACISIOTCS Ha OCHOBE MEKIOCYAApCTBEHHBIX COINIAIICHHN MO BOIPOCAM MOCTABKH JICKApPCTBEHHOTO IMperapara, HeOOXOMMMO yKa3aTh
ocobeHHOCTH (pOpMHUPOBAHMS ITHX IIeH. [Ipu 5TOM He y4HTHIBAIOTCS IIEHBI HA JIEKAPCTBEHHBIC MPETApaThl, TOCTABIAEMBIE 32 CUET MEXIYHApOIHBIX (PMHAHCOBBIX OpraHu3anui ((oHIOB) 1O
peienno BcemupHo# opranuzannu 30paBoOXpaHEHUS.

8 PaccunThIBaeTCS MO CPEAHEMY KYpCy HAIMOHAIBHOM BaMtOTHI K pyomo Poccuiickoit @eneparmu, ycraHoBieHHOMY lleHTpansHbiM GankoMm Poccuiickoit ®enepanuu 3a 3 KaleHIapHBIX
MecsIa, TPeAIIECTBYIOINE MECAILY AaThl TOJAYH 3asBICHHS, B LIEJIIX TOCYIapCTBEHHON PETHCTPAIlNy HIIH NIEPEPETUCTPALIMH NPEIEIBHBIX OTITYCKHBIX LIEH Ha JIEKapCTBEHHBIN Ipenapar.




PACYET

[MTPMJIOXKEHUE Ne 5

K METOJMKE pacyeTa MpeAesIbHbIX OTIYCKHBIX LIEH
IIPOU3BOAMTEIIEH HA JIEKAPCTBEHHBIE MPENapaThl,
BKJIFOUEHHBIE B MTEPEUYEHb )KM3HEHHO HEOOXOIMMBIX
Y BaXHEHIIMX JIEKAPCTBEHHBIX MPENapaToB
JUTSL METUIIMHCKOTO IPUMEHEHUS

npeaeJbHON OTIIYCKHOM IeHbI HA BOCIIPOU3Be/IeHHbI, 0M0aHAJIOTOBbIH (0MOMOI00HBIN) JIeKAPCTBEHHBIH Npenapar,
NpeacTaBIsieMOil HA TOCYAAPCTBEHHYIO PerHCTPALNIO

(HaI/IMeHOBaHI/Ie OpFaHHSaHI/II/I-3aHBI/ITeH${)

I. CBenenust o JIeKapCTBEHHOM IIpenapare

1. Homep perucTpaiiioHHOTO yI0CTOBEPEHUS

2. MC)K,HYHapOI[HOC HCIIATCHTOBAHHOC, NJIH I'PYIIIIMPOBOYHOC, NI XUMHUYCCKOC HANMCHOBAHUC

3. TOpI‘OBOC HaMMCHOBAHHUC

4. JlexapctBeHHas (popma, 103UpoOBKa (KOHIICHTPAIHs, AKTHBHOCTh B €IMHUIIAX JICHCTBUSA)

5. OG11ee KOIUYECTBO BO BTOPUYHOM (TOTPEOUTENHCKOM) YITAaKOBKE




2

II. Pacuer nensl

3aperucTpupoBaHHas pe/iesibHas OTITYCKHas 1IeHa Ha pe)epeHTHBII
nexapcTBeHHbIH npenapart (L) WM Ha IeKapCTBEHHBIH MpenapaT Koaddurnment PacuetHas npeznenpHas
C MaKCHMAJIBHOW 3apeTUCTPUPOBAHHON NpeAebHON oTycKHOH 1ienoi (11,) nepecueTa OTITyCKHAasl I[CHA
3aperucTpu- 03UPOBKH Koaddunment . Ha BOCITPOM3BE/ICHHBIH,
JIeKapCTBEHHAs KOJINYECTBO P p JLo3HPp buu [Tonwmxkaromuii P ACHH
IIpousso- HaMMEHO- poBaHHas (KOHIICHTpAIHH, nepecyera O10aHaOTOBBII
¢dopma, 103MpoBKa BO BTO- ko3 urreHT .
JIUTEIb BaHUE N npeaenbHas aKTUBHOCTHU (bacoBku ) (6monomoOHBIIt)
pou3- (KOHIIEHTpanus, pUYHON . (K nmm Kyyy,) N
JIeKap- OTIIyCKHas LIeHa B CAMHHUIAX (Ky nmm Ky, JIEKapCTBEHHBIN Ipenapar
BOJIUTEb AKTHBHOCTb (motpedu- .
CTBEHHOT'O . 6e3 HJIC JICHCTBHYSI) 6e3 HIC (L, nmmu L),
npenapara B CAMrIax TeIbCKO#H) (e womu LT,,) (K, mmm Ky,)! Oneii
P neiicTBust) yIaKoBKe peb A o py
pyoanei
1 2 3 4 5 6 7 8 9 10
PykoBoaurens
OpraHu3alu-3aaBHUTCIIA
(Tmoamuce) (pammmms, (Tenedon, agpec IMEKTPOHHON TOUTHI)
M5, OTIECTBO
(pu HaNTHYMH)
HUcnonaurens
(TIoIICH) (pavmmms, (Tenedon, agpec IMEKTPOHHOHN TOUTHI)

UM, OTYECTBO
(ipu HAJTHYI M)

! OmpenensieTcst B COOTBETCTBUM ¢ pasfenoM Il MeToauku pacuera mpeeibHBIX OTIYCKHBIX I[EH MPOM3BOUTENECH HA JEKAPCTBEHHBIC MpPEMApaThl, BKIIOUYCHHBIE B MEPEUYCHb KUIHEHHO
HEOOXOAMMBIX W B@KHEWIINX JIGKAPCTBEHHBIX MpENaparoB Uil MEAWIUHCKOTO TPUMCHEHHMs, YTBEpXKICHHOH mocraHoBieHneM IIpaButenbctBa Poccuiickoit  ®enepanmu
ot 30 mas 2025 r. Ne 805 "OO0 yTBepKACHHH METOJIMKH pacyeTa MpeleNIbHBIX OTIMYCKHBIX IEH MPOM3BOAMTENCH Ha JIEKapCTBEHHBIC IMpenaparhl, BKIIOYCHHBIC B IEPEYCHb JKU3HEHHO
HEOOXOANMBIX ¥ BXKHEHIIINX JIEKAPCTBEHHBIX MTPENapaToB JJIsl MEJAUIIMHCKOTO IPUMEHEHUS" .




[TPMJIOKEHUE Ne 6

K METOJMKE pacyeTa MpeAesIbHbIX OTIYCKHBIX LIEH
IIPOU3BOAMTEIIEH HA JIEKAPCTBEHHBIE MPENapaThl,
BKJIFOUEHHBIE B MTEPEUYEHb )KM3HEHHO HEOOXOIMMBIX
Y BaXHEHIIMX JIEKAPCTBEHHBIX MPENapaToB
JUTSL METUIIMHCKOTO IPUMEHEHUS

©®OPMYJbI

pacuera NOHMKAIIUX KO3PPUIMEHTOB, IPUMEHAEMBbIX NP pacuyeTe npeaejbHONH OTNYCKHOU HEeHbI POU3BOAUTEISA
Ha MePBbIH BOCNIPOU3BeACHHbIN, 0M0aHAJIOTOBbIN (0MONO00HBIN) JIEKAPCTBEHHBIH NMPeENnapar, a TaKKe BOCIPON3BeIeHHbIH,
0MoaHaI0roBbIi (0MOMOA00HBII) OpdaHHBIN JIeKAPCTBEHHBIH NPenapar, NpeAcTABJIAAeMO HA TOCYAaPCTBEHHYI0 PericTpaumnio

[Tonmxaromuii KO3 GUIMEHT IS pacyeTa [EHBI Ha MEPBbIi
[Tonwmxaronuit kKo GHUIMEHT 1715 pacdeTa IEeHbI OmoaHaoroBhIl (OMOMOA00HEKI) JIEKapCTBEHHBIN Mpenapar,
3aperucTpupoBaHHas IpeesibHas HAa IIEPBBII BOCIIPOU3BEACHHBIN a TaK)Ke BOCIPOM3BEICHHBIN, OMOAaHAIOTOBBII
OTMYCKHas I[eHa 32 BTOPUIHYIO JeKapcTBeHHbIN npenapart (K, wmm K,,,) (6uoron00HEKIIT) opdaHHbIHN JICKAaPCTBEHHBIHN MpermapaT
(OTPEOUTEIBCKYI0) YITAKOBKY (K, wmu K,y)
JIEKapCTBEHHOTI'0 Mpenaparta, pyoiaei | mpou3BOIUTENs TOCYAapCcTBa - MIPOU3BOUTEINS TOCYAAPCTBA -
p penapata, py P 8 -yAap WHOCTPAaHHOTO P 8 -yAap WHOCTPAHHOTO
(Wpeg v 1T, uyineHa EBpa3uiickoro yineHa EBpa3uiickoro
IPOM3BOJICTBA, IPOM3BOJICTBA,
SKOHOMMYECKOTO COI03a, 1 SKOHOMHYECKOTO COI03a, 1
MPOIICHTOB MIPOIICHTOB
MIPOIICHTOB MIPOIICHTOB
o 100 py6meit 0 0 0 0

(BKITFOUHUTEITIHHO)



[Tonwmxaromuii Ko3GPUIIMEHT I pacyeTa EeHbl Ha TIEPBBINA
[Tonmxaromuit Ko3QGUIUEHT Tl pacdyeTa IEHBI OmoaHaNoroBhIi (0MOMOAOOHBIN) IEKApCTBEHHBIN MIpemapar,
3aperucTpupoBaHHas MpeaeIbHas Ha IIEPBBII BOCIIPOU3BEACHHBIN a TaK)Ke BOCIIPOU3BECHHBIN, OMOaHATIOTOBBIN
OTITyCKHAas IIeHa 32 BTOPUYHYIO JexapcTBeHHbIN npenapart (K, wu K,,,) (6romo00HBKII) OphaHHBIN TeKapCTBEHHBIN Mpenapar
(MOTPEOUTENBCKYIO) YITAKOBKY (K, um K,,,,)
JIeKapCTBEHHOT'O Mpenaparta, pyosiaei | mpou3BoIUTENs TOCYAapCcTBa - MIPOU3BOUTEINS TOCYAAPCTBA -
P penap by p A cyAap WHOCTPaHHOTO P A cyAap WHOCTPaHHOTO
(Wpeq v 1T,) gyieHa EBpaswuiickoro yneHa EBpasuiickoro
TIPOM3BOJICTRBA, MIPOU3BOJICTBA,
SKOHOMHYECKOTO CO03a, | SKOHOMHYECKOTO CO03a, |
MPOLIEHTOB MPOLIEHTOB
MIPOLIEHTOB MIPOLIEHTOB
Ot 100 go 500 py6neit 0 0,24 0 0
Ao VU Py 4x(U,...)  —10
(BKJIFOYHTEITHHO) ped
WA
0,24
4x(0,) -10
Ot 500 1o 100000 py6ueii? 0,23 0,24 0,34 0,41
(BKIIFOUHMTENLHO) 3,6 (Llpe(b) -10 4x (Llped)) -10 0,6 (upe(i)) -3 0,39 (upe(b) -3
WIH WIH WIH WITH
0,23 0,24 0,34 0,41
3,6x(1L,,) -10 4x(L,) -10 0,6x(L,) -5 0,39x(IL,,) -5
Cspire 100000 py6Gueit 40 55 25 40

1.HeI(apCTBeHHBIe npenaparsbl HHOCTPAHHOT'O ITPOU3BOACTBA, B TOM YUCJIC IICPBUYHAA U (I/IJ'II/I) BTOpUYHAas YIIaKOBKAa KOTOPBIX OCYHICCTBIACTCA WU IICPBUYHYIO U (I/IJ'II/I) BTOPUYHYIO YIIAKOBKY

KOTOPBIX TUTaHUPYETCS OCYyIecTBIATh B Poccuiickoit deneparyu.
2B ciydae eclii pacCYMTAHHBINM MTOHKAIONINM KOI(Q(PHUIHEHT MPEBbIIAeT MOHKAIONUN K03)PUIMEHT, MPeIyCMOTPEHHBIH I [IEHOBOM KaTeropuu cBbime 100000 py6ieii, mpuMeHseTcst

TTOHIDKAIOIINH KO HUIIMEHT, MPeAyCMOTPEHHBIH A1 IeHOBOH kateropuu cBbime 100000 pyoueii.




©®OPMYJbI

pacuera NOHMKAIIUX KO3PPUIMEHTOB, IPUMEHAEMBbIX NP pacuyeTe npeaejbHONH OTNYCKHOU HEeHbI POU3BOAUTEISA
Ha BOCIIPOU3BEIeHHbIN, 0M0aAHAJIOTOBbIN (0MOMOT00HBII) JIeKAPCTBEHHBIN Mpenapar,
MPEACTABJIAEMOM HA FOCYAAPCTBEHHYI0 PErUCTPALUIO

[TPMJIOXKEHUE Ne 7

K METOJMKE pacyeTa MpeAesIbHbIX OTIYCKHBIX LIEH
IIPOU3BOAMTEIIEH HA JIEKAPCTBEHHBIE MPENapaThl,
BKJIFOUEHHBIE B MTEPEUYEHb )KM3HEHHO HEOOXOIMMBIX
Y BaXHEHIIMX JIEKAPCTBEHHBIX MPENapaToB
JUTSL METUIIMHCKOTO IPUMEHEHUS

3aper HUCTPpUPOBaHHAA NPCACIIbHAA
OTITyCKHas I€HAa 3a BTOPUYIHYIO

[Tonmxkaromuit KO3QHUITUESHT TSl pacdeTa IEHBI
Ha BOCIPOU3BEICHHBIN JIEKAPCTBEHHBIN IIpernapar
(K, nmn K,)

[Torwmxkatomuit K03 PUIHEHT I pacueTa ICHbBI
Ha OM0aHaNIOTOBBIN (OHOTIOTI0OHKII)
JeKapcTBeHHbIN npenapar (K, nwm Ky,,)

HOTPEOUTENBCKYI0) YITaKOBK MIPOU3BOIUTENIS TOCYIApCTBA - HPOU3BOJUTENS TOCYAAPCTBA -
(notp y10) y Y P 8 cyAap UHOCTPAaHHOTO p 8 cynap MHOCTPAaHHOTO
JIEKapCTBEHHOI'0 IIpernapara, pyosen wieHa EBpasuiickoro wieHa EBpasuiickoro
IIPOM3BO/ICTBA, IIPOU3BO/ICTBA,
(Wpeq mmm L) 9KOHOMMYECKOTO COI03a, i 9KOHOMMUYECKOTO CO03a, 1
HPOLICHTOB HPOILICHTOB
MIPOIICHTOB MIPOIICHTOB
Jo 100 py0aeit 0 0 0 0
(BKIIIOUMTEIIBHO)
Ot 100 mo 500 py6seit 3.6x (11 )0-23 4x (11 )0~24 0 0
(BKITFOUHMTENIBHO) ’ ped ped
WIn WIn
0.23 0,24
3,6x(11,,) 4x(L0,,)
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3aper HUCTPpUPOBAaHHAA NPCACIbHAA

[Tonmxaromuii KOdHPUIUEHT A1 pacdyeTa [EHBI
Ha BOCTIPOU3BEACHHBIN JIGKAPCTBEHHBII Mpenapar
(K, nmn K,,))

[Tonwmxaromuii KOAHPUITUEHT AT pacdeTa [eHbBI
Ha 6M0aHAIOTOBBIN (OMOIOT0OHKII)
JIeKapCcTBEHHBIN nipenapart (K, wm K,,,)

OTMYCKHas 1I€Ha 32 BTOPUYHYIO
MOTPEOUTENHCKYIO) YIIAKOBK MIPOU3BOUTEINS TOCYIAPCTBA - MPOU3BOJUTEINS TOCYIAPCTBA -
(notp yi0) y Yo p A cynap WHOCTPAaHHOTO p A cyAap MHOCTPAHHOTO
JIEKapCTBEHHOI' 0 Ipemnapara, pyosei yneHa EBpaszuiickoro uyneHa EBpasuiickoro
MIPOU3BOJICTBA, MPOU3BOJICTBA,
(Wpeq v 1T,) 3KOHOMHUYECKOT'0 COI03a, 1 SKOHOMMYECKOTO COK03a, ]
MPOLIEHTOB MIPOLICHTOB
MIPOLICHTOB MIPOLICHTOB
Ot 500 110 100000 py6nel712 0,23 0,24 0,34 0,41
(BKIIFOUHMTENIBHO) 3,6 (LIPC‘I)) 4x (LIPC(I)) 0,6 (upe(l)) 0,39 (upe(b)
W WIn W W
0,23 0,24 0,34 0,41
3,6x (L) 4x (L) 0,6 x (LL,,) 0,39 (L1,
Cspire 100000 py6ieit 50 65 30 45

l.HeKapCTBeHHbIe npenapaTtbl HHOCTPAHHOI'O MIPOU3BOACTBA, B TOM YUCJIC IEPBUYHAA U (I/IJ'II/I) BTOpUYHAA YIIAKOBKAa KOTOPLIX OCYIIECTBJIACTCS WJIN NEPBUYHYIO U (I/IJ'II/I) BTOPUYHYI YIIAKOBKY

KOTOPBIX IUTAaHUPYETCS OCyLecTBIATh B Poccuiickoit denepanuu.
2B ciydae eclii pacCYMTAHHBINM MOHKAIONINKM KOI(P(PHUIUEHT PEBbIIAeT MOHIKAIOMUM K03()PUIMEHT, MPeyCMOTPEHHBIH Ul [IeHOBOM KaTeropuu cBeime 100000 py6ieii, npumeHseTcst

MTOHIDKAIOIIMH KO GULIMEHT, MPEAyCMOTPEHHBIH 11 IeHOBOM Kateropuu cBbime 100000 pyouei.




[MTPUJIOXEHHME Ne 8

K METOJIMKE pacyeTa MpeAe/IbHbIX OTITYCKHBIX I[EH
MIPOU3BOAMTEIIEH Ha JIEKAPCTBEHHBIE MpENapaThl,
BKJIIOUCHHBIE B MEPEUYCHb )KM3HEHHO HEOOXOIUMBIX
U BaXHEHIINX JIEKAPCTBEHHBIX MPENapaToB
JUTSI METUIIMHCKOTO TIPUMEHEHUS

PACYET 1 OBOCHOBAHHME

Pacxo/10B, CBA3AHHBIX ¢ pa3pad0TKOM, IPOU3BOJACTBOM M peajin3anueil JeKapCTBEHHOI0 NMpenapara npou3BoOAUTeIs
rocyaapcraa - wieHa EBpa3uiicKoro 3JkOHOMHY€ECKOro co3a, npeAcTaBIgeMou
Ha NepeperucTpaumio npeaejbHON OTIIYCKHOM LEeHbI HA JIEKAPCTBEHHbIN npenapar

(HanMeHOBaHME OpraHN3AINH-3asBUTEIS)

[. CBeneHus 0 JIeKapCTBEHHOM Iperapare

1. HOMCp PErUCTPpAalUOHHOTI'O YAOCTOBCPCHUA

2. MG)KILYHaPOIIHOe HCIMATCHTOBAHHOC, WJIX I'PYIIITUPOBOYHOC, NI XUMHUYCCKOC HAUMCHOBAHUC

3. ToproBoe HaMMEHOBaHHUE

4. JlekapctBeHHas opma, 103UPOBKA (KOHILIEHTpAIMs, aKTUBHOCTh B €AMHUIIAX JEHCTBHS)

5. O011ee KOJIMYECTBO BO BTOPUUHOM (TOTPEOUTENBCKOMN) YIIaKOBKE
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II. Pacuet neHsl

TTpsiMbIe pacxo.bl OO1enpon3BOICTBEHHbIC PACXOBI OO1eX035HCTBEHHBIC PACXOIBI Ipoext
daxTu- OTITyCKHOM
qecKas LEHBI

3apaboTHas OTIyCKHAsl | Ha JIeKapcT-
aMOPTH3ALIISL y
ara [eHa HA BEHHBII
3JIEKTPOSHEPIHA, OCHOBHBIX Penrabens-
Ipous- o0Lenpons- npoyne ) BTOPHYHYIO npemnapar
3apaboTHast TEIUIOCHA0XKEHHE, CPEACTB, npoune IMpuGsLIL HOCTB,
BOJUTENb | MaTepHalIbl CBIpbe BOJICTBEHHOTO MPOU3BOACT- | pa3paboTka | peaans3alus . . , | (moTpebu- | 3a BTOpHUHYIO
iata BOJOCHAOKECHHE | MCIIONB3YEMBIX ) XO3SICTBCHHBIE MIPOLIEHTOB
U BCIIOMOT'a- BEHHBIC TEIbCKYIO) (nmotpebu-
1 TOIUIUBO IUTSL IPOM3-
TENBHOTO YHAaKOBKY TENBCKYI0)
BOJICTBA
nepcoHana (6e3 HAC), YHaKOBKY
pyouneit® (6e3 HAC),
pyoueii
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15
¢daxt | mnaH | ¢akr | mmad | dakr |mmaH| dakr | mmaH | dakr 1aH ¢dakt | mman | ¢akt | mwiaH | ¢dakt | miaH | dakr | mmaH | ¢dakt wiad | ¢akt | mwiad | pakt | miaH
PykoBonutens
OpraHu3aln-3asABUTCIIA
(monuck) (pamuus, (TenedoH, aapec 37EKTPOHHOU TTOUTHI)
HuMs, OTYCCTBO
(npu HanMUYKH)
Hcnonunrens
(moamnucs) (pamuus, (TenedoH, aapec 3JEKTPOHHOU TTOUTHI)

HMsI, OTYECTBO
(pu HamHMYYH)




III. ITnanupyemMsblil 00bEM BBITyCKa JIEKAPCTBEHHOTO IIpenapara,

€ro yJeJbHbII Bec B 0011eM 00beMe MPOU3BOAUMBIX JIEKAPCTBEHHBIX MPENapaToB,
B HaTypaJIbHOM U CTOMMOCTHOM BBIPQKEHHUU

HaumenoBanue
JIEKapCTBEHHOT'O [Mnanupyemsiit . . .
[Imanupyemslii VY nenbHbIN BeC VY nenbHbIN BeC
mpemnapara, J03UpoBKa 00BEM BBIITYCKA,
00BEM BBIITYCKA, JIEKapCTBEHHOT'O MpernapaTa JIeKapCTBEHHOTO Mpernapara
(KoHLIEHTpaIs, B HaTypaJbHOM
Ennauna B CTOMMOCTHOM B 00111eM 00BEME TPOU3BOTUMBIX B 00111eM 00beMe MPOU3BOAMMBIX
aKTUBHOCTH B €TUHUIIAX BBIPKEHUU
. U3MEpEHUs BBIPKECHUHN JIEKapCTBEHHBIX MPENapaToB, JIEeKapCTBEHHBIX MPENapaToB,
JENUCTBUS) U KOJTUIECTBO (KomuecTBO
. (6e3 HAC), B HaTypaJIbHOM BBIpaKCHUH, B CTOUMOCTHOM BBIPAXEHUU
BO BTOPUYHOMN € IMHHII N .
. pyOueii MIPOLIEHTOB (6e3 HAC), pybneit
(moTpeOUTENHCKOIN) U3MEPCHHUS)
yIaKOBKe, TPOU3BOAUTEH
1 2 3 4 5 6
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IV. Kanpkysinus 3aTpat MaTepuaioB
10 IPOU3BOJICTBY OJHOM BTOPUYHOM (MOTPEOUTENHCKOMN) YITaKOBKHI
(rpada 2 paznena Il HacTosIIIErO MPUITOKEHHS )

(HamMeHOBaHHMeE IIpeTapaTa, 103UpoBKa (KOHIICHTPAIHsI, aKTUBHOCTD B CMHUIIAX JCHCTBHA),
KOJIMYECTBO JIEKAPCTBEHHOTO IIPEnapaTa BO BTOPUIHON (TOTPeOUTENIBCKOI) YITaKOBKeE)

Hopwma pacxona

CyMmMa 3aTpatr Ha OJJHYy BTOPUYHYIO

Pacxonsl Enununa Ilena daxkTryeckoit 3aKynKu
Ne A MATEDHALL HAMEDEHISL (cornacHo TEXHHYECKOMY (63 HJIC), py6ueii* (MOTPEeOUTENBCKYI0) YIAKOBKY
P p periaMeHTy TIPEIITPHUSITHS) by (6e3 HIC), pyoneit
1 2 3 4 5 6

¢baxT

IJIaH

dakr 1aH

¢akr

IJ1aH

Htoro?®




V. Onuck JOKyMEHTAIBHOTO MTOATBEPIKICHHSI PACX0I0B HA MaTEPHAITBI
(rpada 2 paznena Il HacTOsIIIETO MPUITOKEHNS )

HanmenoBaHue MaTrcpurajia

Homep u nata ToBapHOHN HaKJIaqHOW, UIIU TPY30BOM TaAMOKECHHOU JEKIIapaluy,

HanmeHoBaHK€e IOCTaBIINKA
HJIK UHOT'O BUJAa JOKYMCHTAJIBHOT'O IOATBCPIKACHU A

1

2 3

dakt U1aH ¢bakt I1aH

VI. Kanbkynsuus 3aTpaT Ha ChIpbe
10 TPOU3BO/JICTBY OJHOM BTOPUYHOM (MOTPEOUTETHCKOMN) YITaKOBKHI
(rpada 3 paznena Il HacTosIIIETO MPUITOKEHUS )

(HamMeHOBaHMeE TIpeTapaTa, T03UpoBKa (KOHIICHTPAIHS, aKTUBHOCTD B CIMHUIIAX JCHCTBHA),
KOJIMYECTBO JIEKAPCTBEHHOTO TIPETapaTa BO BTOPUIHON (TOTPEOUTENBCKOI) yITaKOBKeE)

e Hopwma pacxona Lena Cymma 3aTpar Ha O/IHy BTOPUYHYIO
CraThu pacxoJ0B Ha ChIpbE 1/13516 e:m{ (coryiacHO TEXHHUYECKOMY (bakTHYeCKOM 3aKyNKU (MOTpEeOUTENBCKYI0) YIIAKOBKY
p perJamMeHTy IpeaIpUsITHS) (6e3 HJIC), py0ueii® (6e3 HIC), pybneit
1 2 3 4 5
(hakxt T1aH dakt TJ1aH

AxTuBHas (papmaneBTHIECKas
cyOcTaHmus

BcrnioMmorarennHbIe BEMIeCTBA

Urtoro’
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VII. Undopmanms
00 aKTUBHOM (papMalleBTUUECKONU CYyOCTaHIIUU
(rpada 3 paznena Il HacTosIIIErO MPUITOKEHHS )

VY neapHBINA Bec

Ilena akTUBHOM (hapMalleBTHUECKOM
cyOcTaHIMM (C y9€TOM PacxXooB MO yIUIaTe

aKTHBHOH TaMO>KEHHBIX COOPOB 3a COBEPIICHUE
apMalleBTH- i
HaunmeHoBaHMe ¢ IEICCII;IOI?'I IIpousBoauTens Crpana [TocTaBmuk Enurnna oo TOBADOD) ((;MS;I?IHHCBIX
. P . IIPOU3BOJICTBA . U3MEPEHUS C BEITYCKOM TOBapoB), O3 H/J
aKTUBHOMN cyOcTaHIH AKTUBHOMN AKTHBHOG aKTUBHOMN AKTUBHO
Ne | dapmanestu- | B ctatbe "CoIpbe" | GapManeBTH- (bapmanesTH (apmareBTn- (bapmariesTH B pyOIIsIX (B mepecyere
YeCKOU 3a OTYETHBIN YeCKOU P N YECKOU P N Ha 1aTy TaMOKCHHOU
4ECKOU 4ECKOU
cybcTaHnm nepuoz, cyOcTaHIMH S cyOcTaHIIM VOCTAHLI B BaJIIOTC JICKJIapaliny,
B HaTypaJbHOM y I y I (yxa3bIBaeTcs BUJ WM TOBapHOM
BBIpa)KEHUH, BaJIIOTHI) HaKJIaJHOM, UJIM UHOT'O
IIPOLIEHTOB BUJIA TOKyMEHTAJIbHOTO
IIOJITBEPIKICHUS)
1 2 3 4 5 6 7 8 9
¢dakT | TUIaH ¢akt IUIaH dakt | mman | ¢akT | wiaH | ¢akT | mwIa" | GakT | IUIaH ¢baxT IUTaH ¢bakt IU1aH
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VIII. Onuce

AOKYMCHTAJIbHOI'O IMOATBCPIKACHUA paCXO0a0B Ha ChIPbHE

(rpada 3 paznena Il HacTosIIIErO MPUITOKEHHS )

HaumenoBanue
(hapmareBTHIeCKoi CyOCTaHITUN
WJIU BCTIOMOTATENbHOTO BEILIECTBA

HanMeHnoBaHue mocraBIIuKa

Howmep u nata ToBapHOU HaKJIaqHON
WJIY TPY30BOM TaAMOXXEHHOW JIeKIapauu

1

¢bakr

IJ1aH

¢dakt

IJI1aH




[X. PacndpoBka 3atpat no cratee "3apaboTHas miarta"
(rpada 4 paznena Il HacTOsIIIETO MPUITOKEHNS )

HaumeHoBaHME CTPYKTYPHOTO
MOIPa3/ICIICHUS

Omnuara Tpyaa
no 20 cuery, pyoseit

CTpaxoBbie B3HOCHI
o 20 cuery, py6ueit®

CtpaxoBbie B3HOCHI
Ha 00s13aTeIFHOE COUATTLHOE
CTpaxOBaHHE OT HECYACTHBIX
CITyJacB Ha MMPOU3BOJICTBE
U ipodeCCHOHATBHBIX 3a00IeBaHUIA
o 20 cuery, pyOneit

Hroro (6e3 HIC),
pyOueit

4

(bakT

IJ1aH

(bakt

IJ1aH

(bakt TJ1aH

bakt

I1aH

3apaboTHas TiaTa pabOTHUKOB, 3aHATHIX
HETIOCPEJICTBEHHO Ha MPOU3BOCTBE
JICKapCTBEHHOTO Mperapara

Htoro

B pacuere Ha 0iHY BTOPHYHYIO (TOTPEOUTENBCKYIO) YITAKOBKY®
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X. PacmdpoBka 3arpar
(rpadst 5 - 8 paznena Il HacTosIIIIErO NMPUITOKEHUS )

Pacundposka 3atpar no crarbe "3apaboTHas mata 00IIENPON3BOICTBEHHOTO U BCTIOMOTaTeNIbHOTO IepcoHana"
(rpada 5 paznena Il HacTosIIIEr0 MPUITOKEHNS )

CrpaxoBble B3HOCHI Ha 00s13aTeIbHOE COIIMATHLHOE
HaumenoBanue Omnnata Tpyaa CTpaxoBble B3HOCHI IO
CTPaxOBaHHE OT HECYACTHBIX CITy4aeB Hroro (6e3 HIC),
CTPYKTYPHOTO 1o 25 cyery, 25 cuery, .
o .70 Ha [IPOM3BOJICTBE U NPO(ECCHOHATBHBIX pyOuneit
MOJpa3IeIeHUs pyoneit pyb6neit . .
3aboseBanmii o 25 cuety, pyonei
1 2 3 4 5
¢bakt TU1aH ¢bakr TUIaH ¢bakr TUIaH dakt TU1aH
Hroro

B pacuere Ha 0/IHY BTOPHYHYIO (TIOTPEOUTEIBCKYIO) YIAKOBKY!!
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PacummdpoBka 3aTpar o crarbe "DieKTpOIHEPTUs, TEMIIOCHAOKEHNE, BOJOCHA0KEHUE U TOILIIUBO"
(rpada 6 paznena Il HacTOsIIIETO MPUITOKEHNS )

Cratbs 3aTpar [TocraBmmk Croumocts ycayr (6e3 HIAC), pybneit

1 2 3

¢axr IUIaH ¢axr IUIaH

1. DnexTposneprus

2. Temnocuadxeune

3. BonocHaOxenue

4. TorutmBo

Htoro

B pacuere Ha 01HY BTOPUYHYIO (IIOTPEOUTENBCKYIO) YIIAKOBKY 2
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PacmmdpoBka 3atpat mo ctarbe "AMOpPTH3AIUS OCHOBHBIX CPEJICTB, HCIIOIb3yEMbIX ISl MPOU3BOICTBA"
(rpada 7 paznena Il HacTosIIIETO MPUITOKEHNS )

Ne OcHoBHBIE CpencTBa Awmoptuzanus (6e3 HIC), py6neit
1 2 3
daxt IU1aH baxt IUTaH
Hroro

B pacuere Ha 0[jHY BTOPHYHYIO (TOTPEOUTEIBCKYIO) YITAaKOBKY !>
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Pactmmdposka 3arpat no crarse "[Ipourie mpon3BoACTBEHHBIE PAcX0Ibl"
(rpada 8 paznmena Il HacTOsIIIETO MPUITOKEHNS )

Ne Cratps pacxo0B ITocTaBmuk ycinyru Croumocts ycayr (6e3 HIAC), pybneit
1 2 3 4
¢axr I1aH daxt I1aH ¢baxT I1aH
Hroro

B pacuere Ha 01HY BTOPUYHYIO (IIOTPEOUTENBCKYIO) YIIAaKOBKY !
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XI. PactmudpoBka 3atpar
(rpadbr 9 - 11 pazgena Il HacTosIIErO PUITOKEHNS)

Pacmmugposka 3atpar no crarsbe "Pazpaborka”
(rpada 9 paznena Il HacTosIIIETO MPUITOKEHNS )

Cratbs pacxo10B [TocTaBmuk yciayru Croumocts ycnyr (0e3 HC), pyoneit

1 2 3

¢akt IJ1aH ¢akt I1aH

1. Pa3zpaboTka KOHKPETHOTO JICKAPCTBEHHOTO
npermapara, B TOM YKCiie COOCTBEHHBIE PACXOIbl
NpEeAIPUATHSA

2. PeructpauiOHHbIE MPOLIEAYPHI, B TOM YHCIIE
JOKJIMHUYECKUE UCCIIEAOBAHUS JIEKAPCTBEHHBIX
CPEICTB ¥ KIMHUYECKHE UCCIIEOBAHUS
JIEKapCTBEHHOTI'O Mpenapara

3. IIpoune pacxomsl

Uroro

B pacuere Ha 0JjHYy BTOPUYHYO ([TOTPEOUTEIBCKYIO) YITAKOBKY >
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Pacmudposka 3atpar no crarsbe "Peanuzarus”
(rpada 10 paznena Il HacTosIIIETO MPUITOKECHHS)

No Cratbs pacxo/ioB [TocTaBmIuk ycmyr Croumocts ycnyr (6e3 HIC), pybneit
1 2 3 4
¢bakr TUTaH dakt TUIaH dbakt T1aH
Hroro

B pacuere Ha 0jHy BTOpUYHYIO (IOTPEOUTENLCKYIO) YIAKOBKY 10

Pacumdposka 3atpat no crathe "lIpoune x03siicTBEHHBIE pacXoabl"
(rpada 11 paznena Il HacTosIIIETO MPUTOKEHHMS)

Ne Cratbs pacxozioB [TocTaBmuk ycnyru Croumocts ycnyr (6e3 HIC), pyoneit
1 2 3 4
(bakt IJIaH dakt TJ1aH bakt IJ1aH
Hroro

B pacuere Ha 0JjHY BTOpHYHYIO (TOTPEOUTENBCKYIO) YITAKOBKY '’

' OTHOCSATCS Ha 3aTpaThl, KOTOPHIC HAMPSIMYIO HE CBSI3aHBI C OCHOBHBIM IIPOH3BOACTBOM.
2 TIpuGbLtb 1 perTabenbHOCTh npoaykunn (rpadsr 12 u 13 pasmena I HaCTOSIIETO MPUIOKCHHS) OMPEISISIIOTCS B COOTBETCTBHE C Pa3feioM V METOIUKH pacdeTa MPEIeiIbHBIX OTITyCKHBIX
IICH MPOM3BOIUTENEH Ha JICKApCTBEHHBIC NPETapaThl, BKIIOUCHHBIC B MEPEYCHb XU3HEHHO HEOOXOAMMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IPENApaTOB JUIT MEIUIMHCKOTO MPHUMEHCHHS,
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yTBepXkIeHHOH mocTaHoBieHueM IlpaBurensctBa Poccmiickoit @emepammm ot 30 mas 2025 1. Ne 805 "OO yTBEep)KOEHHH METOAWKH pacueTa MPeNelbHBIX OTIYCKHBIX IeH
MIPOU3BOANTEIICH Ha JIEKApPCTBEHHBIE PEMapaThl, BKIFOUECHHBIE B IEPEUYCHb KU3HEHHO HEOOXOANMBIX M BAKHEHIINX JIEKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO PHMEHEHUS "

3 3anoHsIeTCs TS JIEKapCTBEHHBIX TPEMapaToB, HAXOAUBIIMXCS B 00palieHnn Ha Tepputopun Poccuiickoit demepanum.

4B cioyyae OTCYTCTBHSI 3aKyIKH MAarepuajoB, HEOOXODMMBIX s IPOM3BOACTBA KOHKPETHOTO JIEKAPCTBEHHOTO MperapaTa, MPEICTABISIOTCS CBEICHHS [0 AHAJOTHYHBIM II0 CBOHM
XapaKTEepPUCTUKAM MaTeprasiaM, 3aKyIaeMbIM JUIsS IPON3BOJICTBA MHBIX XU3HEHHO HEOOXOANMBIX U BAXHEHIINX JIEKAPCTBEHHBIX MPENapaToB, IEHBI HAa KOTOPBIE PAaHEE 3aPETUCTPHUPOBAHBI.

3B pacdere Ha OIHY BTOPHIHYIO (IOTPEOUTETBCKYIO) YITAKOBKY.

6B ciydae OTCYTCTBHS 3aKyIKH BCIIOMOTaTeNbHBIX BEILIECCTB, HCIIOIB3YyEMBIX IIPHU MPOU3BOACTBE KOHKPETHOTO JIEKAPCTBEHHOTO Iperapara, MPEICTABISIOTCS CBEICHHSA O ITHM IKE
BCIIOMOTaTENbHBIM BEIIECTBAM, 3aKYTAEMbIM JUIS IIPON3BOJICTBA MHBIX KU3HEHHO HEOOXOANMBIX U BaXKHEHIINX JICKApPCTBEHHBIX NPENapaToB, [IEHBI Ha KOTOPBIE PaHEe 3apETUCTPUPOBAHBI.

7B pacdere Ha OJIHY BTOPHIHYIO (IOTPEOUTETBCKYIO) YITAKOBKY.

8 VauThIBatOTCSA CTpaxoBbIe B3HOCHI Ha OOS3aTENBHOE COLMANBHOE CTPAXOBAaHWE HA CIyvail BPEMEHHOIH HETPYHIOCIOCOOHOCTH W B CBSI3M C MATEPHHCTBOM, OOS3aTENBHOE IEHCHOHHOES
CTpaxoBaHHE, 0053aTENbHOE MEAUIIMHCKOE CTPAXOBAHHUE.

9PaccunMThIBacTCS IIyTeM JEICHHWS HTOTOBOrO 3Ha4deHWs (B pyOnsx) Ha I[UIAHUPYeMbIH wiM (akTH4eckuid 00BEM BBIMyCKa TIpemapata B COOTBETCTBHH C  Pa3lelioM
VIII mMeToanku pacdera MpeAeIbHBIX OTIYCKHBIX LIEH MPOM3BOAMTENECH Ha JIEKapPCTBEHHBIC NPENapaThl, BKIFOUECHHBIE B IEPEUCHb JKU3HEHHO HEOOXOIMUMBIX M Ba)XKHEHINX JIEKAPCTBEHHBIX
MpernapaToB Uil MEAWIIMHCKOTO MPHMEHEHHs, YTBEpKICHHOW moctaHoBleHneM IIpaBurensctBa Poccuiickort @emeparmu ot 30 mas 2025 r. Ne 805 "OO yTBepKISCHHUH METOIMKH
pacdera NpeAeIbHBIX OTITYCKHBIX IIEH IMPOW3BOJUTENEH Ha JICKAPCTBEHHBIC IPETApaThl, BKIIOUCHHBIC B IEPEUYCHb KHU3HEHHO HEOOXOAMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB
JUTS. MEAUIIMHCKOTO TIPIMEHEHUS "

10 Y9UTBIBAIOTCSL CTPAaXOBBIE B3HOCHI Ha 0O0SM3aTENBHOC COLHMAIBHOE CTPAXOBAaHWE Ha CIydail BPEMEHHON HETPYHOCIOCOOHOCTH M B CBS3M C MATEPHHCTBOM, O0S3aTENBHOE NMEHCHOHHOE
CTpaxoBaHHE, 0053aTENbHOE MEAUIIMHCKOE CTPAXOBAHHUE.

11-17YkaspiBaercs popmyra, B COOTBETCTBHU C KOTOPOM PAaCCUUTHIBACTCSI IIEHA HA OAHY BTOPHUHYIO (ITOTPEOHTENBCKYIO) YIAKOBKY.

[Ipumeuanue. Jlomyckaercs BKJIOYEeHHME B paszznen X| [ONOMHUTENbHBIX CBEOEHUM, YYMUTHIBAIOIIMX CIOCO0 OTHECEHUs
00LIENPOU3BOICTBEHHBIX U OOLIEX035ICTBEHHBIX PACX0/I0B B COOTBETCTBUU C YYETHOM MOJIUTHUKON OpraHU3allyu.




IMTPUJIOKEHUE Ne 9

K METOJMKE pacyeTa NpeAesbHbIX OTIYCKHBIX LIEH
IIPOM3BOJAUTEIICH Ha JIEKAPCTBEHHBIE ITPEIapaThl,
BKJIFOUECHHBIE B MTEPEUYCHB )KU3HEHHO HEOOXOTUMBIX
Y BaXHEWIIIMNX JICKAPCTBEHHBIX IPENapaToB
JUIS. MEAUIIUHCKOTO IIPUMEHEHUS

SHAYEHUNUA

K03 GUIMEeHTAa e HOBOM I'PyNNbI, IPUMEHAEMOI0 IPH pacyere
NpeaebHbIX OTIYCKHBIX LIeH IPOU3BOAUTE/IeH HA JIEKApPCTBEHHbIE
npenaparbl, IpeACTABJIAEMbIX HA NePePerucTpanuio

Koadpunment
IlenoBas rpyrmma neHoBoit rpymmsl (Ky,),
POIICHTOB
Jlo 100 pyGueit (BKIIOYUTENHHO) 100
Ot 100 o 500 py6meii (BKIIOUUTETHHO) 90
Ot 500 10 1000 py6sieit (BKIIOUUTENHHO) 85
Ot 1000 1o 3000 py06Jieii (BKITIOUUTEIBHO) 80
Ot 3000 g0 5000 py6iieit (BKIIOUUTEIBHO) 75
Ot 5000 10 10000 py6meit (BKIFOUUTETHHO) 70
Ot 10000 1o 20000 py0Ieit (BKIIOYUTETHHO) 60
Ot 20000 mo 40000 py6neit (BKIFOUUTENBHO) 50
Ot 40000 10 100000 py6teii (BKIFOUATEITHHO) 40

Csrimie 100000 py6eit 30




[MPUJIOXEHUME Ne 10
K METOJMKE pacyeTa MpeAesIbHbIX OTITYCKHBIX LIEH
MIPOU3BOAMTEIIEH HA JIEKAPCTBEHHBIE MPENapaThl,
BKJIIOUEHHBIC B TIEPEUEHB )KM3HEHHO HEOOXOIMMBIX
Y BaXHEHIINX JIEKAPCTBEHHBIX MpPENnapaToB
JUTSL METUIIMHCKOTO TPUMEHEHUS

OBOCHOBAHMUME PACYETA

npeaeJibHON OTNYCKHOM LEeHbI HA JICKAPCTBEHHbIN NpenapaT HHOCTPAHHOI0 POU3BOACTBA,
B TOM 4McJIe IepBUYHAsA M (WJIM) BTOPUYHAS YIIAKOBKA KOTOPOI0 OCYIIECTBJIACTCH WIH NEPBUYHYIO U (MJIH) BTOPUYHYIO
VIIAKOBKY KOTOPOI'0 IIAHUPYeTC ocylecTBAATh B Poccuiickoin Penepauuu, npeacraBisieMoil Ha NepeperucTpanumo,
3a TMepuos ¢ r. 0 r.!

(HauMeHOBaHHUE OpraHN3AIUN-3asIBUTEIIS)

I. CBeneHust o JIGKAPCTBEHHOM Mpenapare

1. Homep perucTpaiimuoOHHOTO Y0CTOBEPEHUS

2. MC)KI[YHapOI[HOC HCTIATCHTOBAHHOC, NI I'PYIIIMPOBOYHOC, NI XUMHUUYCCKOC HAMMCHOBAHNEC

3. ToproBoe HaMMEHOBaHUE

4. JlekapcTBeHHas opma, J03UPOBKA (KOHIICHTPAIHSI, AKTUBHOCTh B CIUHHIIAX JICHCTBHUSA)

5. O011ee KOJIMYECTBO BO BTOPUYHOM (TOTPEOUTENBCKOM) YITaKOBKE




Kypc HanmoHnanbHOM BaJIIOTHI CpenHeB3BelIeHHAs [IpenenpHas oTIyCKHas LIEHa 3a
roCy1apCTBa-MPOU3BOIUTEINS dakTrdeckas 1eHa BTOPUIHYIO (TOTPEOUTEITHCKYIO)
< Bennuuna N
HaumenoBanue K py0ito (pyOueit) BBO3a WIH ynakoBky (6e3 HJIC), pyOneit
[IpousBoauTenn - YBEITUYCHUS
(c yKasanuem HAIIMOHATBHOMN CpEeIHEB3BEIICHHAS HpeCbHOI
Y BaJIFOTHI Kypc npu bakTHueckas o
CcTaguu . OTILyCKHOU 3ape-
rocyapcraa- rocy1apCTBECHHOU Kypc nipu OTIyCKHas I[eHa MIPOLICHT
HpOI/I3BOIICTBa) IMPOLCHT LEHBI, TUCTpU- 3asBJICH-
MIPOU3BOAUTECIIA perucrpannun nepeperncT- JICKapCTBEHHOI'O 3 5 yBCIIH-
. YBCIIMUCHUA IIPOLICHTOB poBaH- Hasg
(mocnegnen pauuu npemnapara, st YEHUS
pPErUCTpaLINN) py6uneii?
1 2 3 4 5 6 7 8 9 10
PyxoBoaurenn
OpraHu3aln-3as1BHUTCILA
(monuck) (pamuus, (TenedoH, aapec 37IEKTPOHHON ITOUTHI)
HUMs, OTYECCTBO
(npu HanmU4¥H)
HUcniomauTens
(moamuch) (pammmms, (Tenedon, agpec IMEKTPOHHON TOUTHI)

HMsI, OTYECTBO
(ipu HATMYWN)

'OT4eTHBI TEpHO TPH IEPePEerHCTPALlMN MPEACTFHON OTIYCKHOW IIEHBI MPOW3BOMMTEIS HA JICKAPCTBEHHBIM IIpEmapar OMpPeNeiseTcs B COOTBETCTBHH ¢ myHKTOM 40 IlpaBmi
TOCYAAapCTBCHHON PETHCTPAIIMN W TIEPEPErHCTPaluyl MPEACIbHBIX OTIYCKHBIX IICH NMPOM3BOIHUTENICH Ha JIEKapCTBEHHBIE MPETapaThl, BKIIOYCHHBIC B MEPEUCHb JKU3HEHHO HEOOXOIMMBIX
W BaXHCHITNX JIEKaPCTBEHHBIX NPENapaToB UIsI MEAWIIMHCKOTO TPUMEHEHHs, YTBEPXKACHHBIX MocTaHoBiIcHHeM [lpaBurensctBa Poccmiickoit @emeparuu ot 8 ampems 2025T.




Ne 462 "O rocymapcTBEHHOM pETyJHMpOBAaHHH II€H Ha JICKApPCTBEHHBIC IPEHaparhl, BKIIOYCHHBIC B IEPEUYCHb JKU3HCHHO HEOOXOAMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX IIPENapaToB
JUI MEAULUHCKOTO MPUMEHEHU "

2Ilpu mepeperucTpalui MPEACTbHON OTMYCKHOW LECHbl Ha JICKAPCTBEHHBIM Mpemapar WHOCTPAHHOTO IPOW3BOIACTBA YKa3bIBACTCS CPCIHCB3BCLICHHAs (DaKTHYeCKas LCHA BBO3a
JIeKapCTBEHHOTO Tipemnapata. [Ipu mepeperucrpanuy MpeaeabHOR OTITYCKHOW LEHBI HA JICKApCTBEHHBIH IpemapaTr WHOCTPAHHOTO ITPOM3BOACTBA, NEPBUYHAS M (WJIM) BTOPUYHAs YHaKOBKa
KOTOPOT'O OCYIIECTBIIACTCS WIIM TIEPBUIHYIO | (MJIM) BTOPHYHYIO YIAKOBKY KOTOPOTO INTAHUPYETCS OCYIIECTBIATH B Poccniickoii dexepamnyn, yka3plBaeTcs CPEAHEB3BEIICHHA (aKTHIECKas
OTIyCKHas II€Ha JIEKapCTBEHHOTO Ipemnapara. JlomomHuTensHo B hopMe TabnmyHbix naHHbIX (Excel) mpencraBnstor nanHsie 00 o0beMax pealn3alnyl JEKapCTBECHHBIX IPETApaToB 110 BCEM
(haKTHIECKUM OTITYCKHBIM IIGHaM 33 OTUYETHBIH MEPHOA B HIICKTPOHHOM BHJE U PAacueT CPEAHEB3BEIICHHON (DaKTHIECKON IIEHBI BBO3a MIIM CPEIHEB3BEIICHHON (AaKTHIECKON OTITYCKHOM IICHEI
JIEKApCTBEHHOTO Tperapara, MPOW3BEACHHBIN C ydeToM TpeOoBaHWH paszmena VI MeTogwkw pacdera NMpEAETIbHBIX OTIYCKHBIX LIEH NPOM3BOAWTENCH Ha JICKApCTBEHHBIC MpETaparthl,
BKIIFOUCHHBIC B IIE€PEYCHb >KU3HEHHO HEOOXOAMMBIX M BAXHEHIINX JIEKAPCTBEHHBIX IPENapaToB AT MEIWIMHCKOTO INPHMEHEHHS, YTBEPXKICHHOW MOCTaHOBICHHEM [IpaBuTEnbcTBa
Poccuiickoit ®enmepanmu ot 30 mas 2025 1. Ne 805 "OO yTBepKOCHHM METOAWKH pacyeTa MPeINeNbHBIX OTIIYCKHBIX IIEH TPOW3BOAWTENCH Ha JICKapCTBEHHBIC IIPETapartsl,
BKIIFOUCHHBIC B ITEPEYCHb KU3HEHHO HEOOXOANMBIX M BXKHEHIIINX JIEKaPCTBECHHBIX MPETApaToB Al MEIUIIMHCKOTO TPUMEHEHHSA" .

3 PaccYmTHIBAaCTCS B COOTBETCTBHH C IIyHKTaMH 49 - 51 METOAMKH pacdera IpeeIbHBIX OTITYCKHBIX LICH IIPOU3BOAUTENCH Ha IEKapCTBCHHBIC MIPENapaThl, BKIIOYCHHBIC B IEPEICHB KU3HEHHO
HCOOXOAMMBIX W BAKHEHIIMX JIEKAPCTBEHHBIX MPEMapaToB JUIA MEIUOWHCKOTO IPUMEHEHWs, YTBEp)KICHHOH mocraHoBieHneM [IpaButensctBa Poccuiickoit  @Denepanun
ot 30 mas 2025 1. Ne 805 "O6 yTBepKIeHIN METOAWKHU pacdeTa MpeAebHBIX OTITYCKHBIX IICH IIPON3BOIUTEIICH Ha JICKAPCTBEHHBIC TIPETIApaTH], BKIIFOUCHHBIC B TIEPEUCHD )KU3HECHHO HEOOXONMBIX
1 BOKHEHIINX JICKAPCTBEHHBIX ITPETIApaToOB [UI MEIUIIMHCKOTO IPUMEHEHNUS .

4TIpenenpHas OTIYCKHAs LIEHA TPOM3BOIAUTEINS Ha JCKAPCTBEHHBIM Mperapar, 3aperuCTPUPOBAaHHAS [0 COCTOSHUIO HA ATy MOJAa4d 3asBJICHUS O MEPEPErHCTPALMH IPEASIbHOM OTITYCKHOM
LICHBL.

3 3asiBIICHHAS K TIEPePETUCTPALIIH [IPeACIbHas OTITYCKHAs [ICHa MPOU3BOJUTENS HA JICKAPCTBEHHBIN Mpemapar.




