CJIVKBA TIO TAPU®AM UPKYTCKOH OBJTACTH
MPUKA3

A3 ceule it Lot ety 79 -HFcrpe
Hpxyrek

.
O mpejelpHBIX Pa3Mepax OIFTOBBIX HaIBaBOK
W IpeAeNbHBIX  pasMepax  pO3HHYHBIX
Hag0aBOK K LeHAM Ha ' JeKapCTBEHHEIE
nipenaparsl

B cooteercteuu ¢ DepepanbHpM 3akoHoM o1 12 anpens 2010 rona
No 61-@3 «06 obpaliieHnu JSKapCTBEHHBIX CPECTBY, pemenueM ®AC Poccun ot
16 ceutsbps 2021 roma Ne TH/78621/21 «O cormacoBaHuu NPOEKTa PEIICHUS
opraga wucnonHuTensHOM BhacTH cyOmexkra Poccuiicko#f  ®enepauuu  0b
YCTaHOBAEHUM IIPEACIBHBIX PAa3MEPOB ONTOBBIX M PO3HHUYHBIX Hag0aBOK K
(aKTHYeCKAM  OTITyCKHBIM  1LleHaM  Ha  JIGKAPCTBEHHLIC  IPEHaparThy,
pykoBozcTBysice [lonoskeEmeM o ciyxbe nmo Tapudam Mpxyrcko#t obnacth,
YTIREPIKACHHBIM MocTaHoBNeHNeM [IpaBuTenseTBa MpKyTeko# obnacty o1 7 uroHs
2012 roma Ne 303-mm,

IHPUKAS3BIBAIO:

1. YcranosuTh npejentHble pasMephl ONTOBRIX HAA0aBOK K (PaKTHUECKUM
OTIYCKHBIM  [I€HaM, YCTAHOBJICHHBIM  IPOH3BOJUTEIAMH  JEKapPCTBEHHBIX
IpenapaTos, Ha JIEKapCTBEHHBIE TIPEapaTthl, BKIIOYEHHEIE B IIEPEeUCHb MU3HEHHO
HeOOXOMUMEBIX H Ba)KHEHIIHX JIEKapCTBEHHBIX MPENaparoB, YTBepXKAaeMBIH
[TpaBuTenbcTBOM Poccuiickoit Oeneparny, COTIIACHO NPHIIOKEHHIO 1.

2. YCTaHOBUTS MPe/IeIbHBIC PasMephl PO3HIYHEIX Hal0aBOK K (aKTHIeCKM
OTIYCKHBIM  L€HAM, YCTAHOBINCHHBIM  HNPOHM3BOIUTENSMH  JEKAPCTBEHHBIX
IPENapaToB, Ha JIGKaPCTBEHHBIC TIPENapaTel, BKIFOUSHHEIE B NIEPCYCHL JKU3HEHHO
HeoOXOAUMBIX M BR)KHEHMIIHUX JIGKAPCTBEHHBIX IIPENapaToB, YIBEPIKIACMBIH
[TpasurenscTBoM Poccutickoli efepanivi, COTIACHO IPHIOKEHMIO 2.

3. IlpuzHarh yTpaTUBIIMMH CHILY:

1) npukas cuoyx0s nmo rapudam HMpkyrckoit obaactu oT 22 okrsbps
2010 rtoma No 88-cmp «O 1IpelenbHBIX pasMepax ONTOBBIX HajA0aBOK U
NOPEeNeIPHEIX  pa3Mepax PpO3HHYHBIX HajbaBoK K HeHaM Ha JIeKapCTBCHHDIC
nperaparhny; ‘



2) mpuxas ciyx0bl mo Ttapupam Mpxyrckodi obmactu or 22 Hoabps
2010 roga Ne 103-cup «O BHeceHMH H3MeHEHHI! B ITpHKa3 ciyxObl Mo Tapupam
VpkyTckoii obnactu ot 22 oxTa6ps 2010 roma Ne 88-crip»;

3) mpukas cayx0el mo Tapudam Mpryrckoit oGmactu or 9 Qespans
2016 roma Ne 14-cip «O BHeceHHHW H3MEHEHHS B IIYHKT 1 MOpUMevaHus K
OPUIOKEHHIO K Ipuka3zy ciyxOel no Ttapudam HWpxyrcko# obiactit ot
22 oktsi0pst 2010 rona Ne 88-cip»;

4) mpukas cayxOel 1o tapudam Mpxytckoit obmactm or 3 HosOps
2016 roma Ne 283-cnp «O BHeceHWH M3MEHEHMS B IIpHKa3 CiykObl o Tapudam
HpxyTcxo#t obnacta ot 22 oxtsidpa 2010 romga Ne 88-cripy.

4. Hactosmuii mpukas BcTynaeT B cwiy ¢ 1 HosOps 2021 roxa.

5. Hacrosuii npyukas momiexuT obHIHaisHoMy oy0IuKoBaHHIo,

Pykosonurens cny}xfﬁbl,s: e, . A.P. Xamuynus



[Tpunoxenue 1
K TIpUKa3y ciryk6b1 o Tapudam
HpxyTckoli obnactu

ond3cee L) 4 2021 roga Nef-AFcnp

TIPEAEJIGHBIE PASMEPBI OITTOBEIX HAJTBABOK
K ®AKTUYECKUM OTITYCKHBIM [TEHAM, YCTAHOBJIEHHEIM
TIPOU3BOIATEJISIMUA JIEKAPCTBEHHBIX ITPEIIAPATOB, HA
JIEKAPCTBEHHBIE [IPETIAPATHI, BK/IOYEHHBIE B TIEPEYEHD XX3HEHHO
HEOBXOMMBIX Y BAXXHEHIIINX JIEKAPCTBEHHBIX ITPEITAPATOB,
VTBEPKIAEMBIH TIPABUTEILCTBOM POCCUIICKON ®EIEPAITAU

[penensHLE PR3MEPE! ONTOBEIX HAA0ABOK K
(haxTHISCKMM OilyCkHBM enaM (Ge3 yuera
Hanora Ha A00aBASHHYR) CTOMMOCTE),
YCTAHOBJICHELIM POM3BOIHTEAAME
TeKAPCTBEHHBIX TPSNAPATOR, 38

FIpeaensHele pasMEPE OTITOREIX HAADABOK K
(haKTHHECKHM OTIYCKHBIM LeHaM (023 yuera
Waf0ra Ha JoSaRICHHYIO CTONMOCTE),
YCTAHOBNCHHBIM MDONIBOIRTENIMH

; HAPROTHYECKUX U TCHXOTPOTIHEIX
HaymMeHORaHHE MYHHIHIATEHEIX HCKTIOYSHHSM HapROTHYEC KUY H .riexamﬁ CHELIX HDEHandi0s (Bz?aucmocm
: i - Apc AL H MOCL
Ne ofipasomanuit (nanee - MO), na NCHXOTPOTIHAIX NeKAPUTBCHEDIX IPSIAPATOB | CTLOMMOCTH : ng ; eg“'rcnb ol ViarOBKH
- T TG ITBGE £
u/n R (B 3ABHCKMOCTH OT CTOUMOCTH | Ha Kormecmrz H IICHXOT onfro(;‘o
OCYIUSCTBRACTCHR PCANH3IAINA HOTPEOHTENBCKOH YIT2KOBKH npemz T BCHIHOIO I er;a 57&) o
o ] E KEpo e
REKAPCTBEHHBIX NIpOLlapaTos [l KaPCTBCHHOTO Ipeapara), % P penapata). ¥
cesiie 100 py6. capime 100 pyb.
o 100 py6. D01 camwe no 100 py6. PYO cpme
o 500 pyG. Ao 500 py6. )
BEMOUATETRHO 500 py6. | BRHOMHTENBHO 500 py0.
BRMGUHTENBHO BRAIOUUTSABHO

MO  HWpkytckoit  ofnactn (3a
1. | uckinGHeHUEM YKalaHHRIX B NYHKIAX 22 ’ 16 i3 34 26 23
2, 3 HACTOAIISIO HPHAOKCHNA)

Bepxueryrapckoe MO, Hepxmuckoz
MO, Todaaapokee MO, MO
«bpatckuit  pafioun, MO ropona
Bparcka, MO «ropes Yere-Fnumcs»,
MO «Kuramosckufi  palton», MO
«Kazagunero-Jlenexniit paiton», MO .
«Kauyrekuit patton», MO «Kbipman, 22 16 i3 34 26 2
MO «Huxuenmumcxuil pafionn, MO
«Yore-Wnmvoruit  palion», Yore-
Kytoeoe MO (MyHuumnasseei
pajien), Yere-Kyteroe MO
{ropoickoe NoceneHuE)

MO ropona bona#ifo u paiiona, MO
«Katadrekui pakoH», MO

«Kupeuckuit paftou», MO Mameko- 22 16 13 34 26 23
Yyiickoro paona

Hpumevanne:

Tlox daxTH4ecKoi OTIYCKHOM LIeHOH MPOH3BONTENA FOCYRAPCTBA - uneHa EppasuACKOro SKOHOMHYCCKOTO
€O103a Ha JIEKApCTBEHHbIE MNpenaparbi, BIIOYEHHBIC B MIEPEUeHb MKH3HEHHO HEOOXOMMMBIX M Ba)KHEHLIMX
neKapcTReHHbiX npenaparos (ganee — JKHBIIL), nonuMaercs nena (Oes Hasora Ha 100aBAEHHYIO CTOMMOCTE),
yKa3piBaeMad TPOH3BOIAMTENEM B CONPOBOLAMTENBHOH MOKYMEHTAMH Ha TOBAP M He [IPEBBILIAIOLIAN
33PETHCTPUPOBAHHYIO WM TNEPEepPerHCTPHPOBAHHYIO NPEASNEHYIO OTHYCKHYIO LEHY NPOU3BOAMTENRE HA 3TOT
JKHBJII ua gary nepeiaqus POCCHHICKOMY TIOKYHaTeNnto (YNOTHOMOYEHHOMY HM JIHLLY) [0 NePefaTOuHOMY aKTy
HITH HHOMY aHaJOTHYHOMY JOKYMEHTY.



Ilon daxkruueckold OTTYCKHOM LeHOH HHOCTPARHHOrO NPOMU3BOAMIEI, HE SBIRIOMICTOCH MPOMIBOIMTENIEM
roCyHapcTBa - uieHa EBpasuMickoro skoHOMHMueckoro corosa, Ha JKHBJIT nonumaercs LeHa (Ge3 mamora Ha
noGaBNeHHYK) CTOMMOCTE), YKA3biBaeMas HHOCTPAHHBIM TNPOM3BOAMTEIEM JICKapCTBEHHOTO mperapara B
COTIPOBOIMTENBHOM JIOKYMEHTALMH Ha TOBAp, HA OCHOBAHWH KOTOPOH 0(OpMICTCs TaMOKEHHAT eKIapatus, ¢
YHETOM PACXOJIOB, CBA3AHHEIX ¢ TAMOKEHHBIM OGOpMITEHHEM rpy3a (YIN1aTOH TAMOKEHHBIX MOLUTUH H chopor 2a
TaMOKeHHOe oopMIIEHNE), HE NPEBBINAIINAR 3aPEIHCTPHPOBAHHYIO WIH NEPSPErUCTPUPOBAHHYIO TIPECIbHYI0
OTHyCKHYKO HeHy mpousBopurens Ha 3T0T JKHBJIUI na gary BRITyCKa TOBApa, YKA3aHHYIO B TAMOKESHHOH
JeKIapaliii,

KOHTPOJIS ¥ MOHUTOPHHTA B COLMAIBHOM chepe

yIpaBlAeHAs peryTHpoBaHHs el (TaproB

¥ KOHTPOJIS B COLMATIBHON C(epe U KOMMYHAIIBHOM 7

KOMILJIEKCE CIIY:KOBI 1o Tapudam MpkyTckoii obnacta (r?(é;f%M.I“. Bopymaxk

HavanpbHuk OTHeNa peryIipoBaHus eH (T?émcbms),



[Tpunoxkenue 2

K IPUKa3y Ciyx6s! o tapudam
Wpkyrcxoit obnactu

0T3S 4922021 roma NofZlf.cnip

IMPEJAEJILHBIE PASMEPBI POZHIYHBIX HAJIBABOK
K ®AKTUYECKHUM OTITYCKHBIM HEHAM, YCTAHOBJIEHHBIM
MMPOV3BOAUTEIAMU IEKAPCTBEHHBLIX ITPEITAPATOB,
HA JIEKAPCTBEHHLIE ITPETIAPATEI, BK/JIHOYEHHBIE B IIEPEHEHD
YWHU3HEHHO HEOBXOMMBIX M BAXKHENIIINX JIEKAPCTBEHHBIX
MPEIIAPATOB, YTBEPXJIAEMBIN ITPABUTEJILCTBOM

POCCHUICKOU ®EIEPALIVH
[Ipenenbrple PAMEPS POSHEYHLIX HaAGaBOK
pese PAIMEPET P & [MpenensHsie paiMephl POIEHEHEIX HANDAROK K
K (PAKTHYSCKUM OTIYCKHEIM HeHaM (Ges N - )
. DaKkTHYECKEM 0TRYCKHEM HeHaM {3 yaera
YUueTa HANoTa Ha LO0aRAEHHYIO CIOHMOCTE), - )
o HAMOIE HA A0GABIEHHYI0 CIOEMOCTE),
VCT2HOBICHHEIM [IPUHIBOANTERAME
_ VCTAHOBICHHBIM HPOHIROANTETIAMY
HauMeHOBaBEHE MYHBUHTAIBHEIX JEXADCTEERHETX IPeNAPATOR, 32 ) o
o . HAPKOTHYECKKX B TCHXOTPOIEX
obpaiopanuit Mpryterolt obnacTs HCKTIOMECHASM HAPKOTHYSCKHX H ] i o
No {ranee - MO), Ha TEPPHIOPHH | ACHROTPONIHEIX AeKAPCTBCHHLIX HPENAPUTOB NeKaPCTBEHHEK [PEITApATOB (B IABMCAMOCTH OT
ni;] KOTOPBIX 0‘,' ecTRATSIC : {B 32BHCHMOCTH OT CTORMOCTH ¢1ouMOCTH 1 MoTpeGuTetLCKall yakoR:u
. . - . O :
PEDX OCYI - e HAPKOTHUECKOTO ¥ ICHXOTRONHOID
peann3atlisg JEKAPCTBEHHEIX 1 moTpeSuTentekoil yiakoBky . o
. L a RexapcTBeHHOrO Hpenapara), %o
NpCIApPATOB ReKaPCTBEHHOTO Ipenapara), %o
+ ceriure 100 py6. cpaiine 100 py6.
A0 160 py6. 10 500 gy CBRITIIE zo 100 py@. 10 500 gy CBBIE
BREIGYUTSIALHO ) pyb. 306 pyB. | BRMOIHTEARHG o _py ’ 500 pyd.
BICGIOYHTSIEHO BRAIGYUTENBHO
i 2 3 4 5 6 7 g
MO Hpxytekod ofnacti (3a
HCKMOUESHHEM Yita3aHHEIX B
I, CHIEM yxasan 34 28 20 44 38 30
AyHKTAX 2, 3 HACTOAWETO
[PUICHCHHS }
Bepxueryrapoxoe MO,
Hepxuuckoe MO, Todanapexos
MO, MO «Bparcrudit pafion», MO
ropaza Bpatcka, MO «ropoi
Verp-Amusern, MO
«Kuranoscrali pakony,
MO «Kasaguscko-Slercikui
2. o i . 39 33 25 49 43 33
palion», MO «Kaayrcku#l patiom,
MO «Kripuman, MO
«Hmwnemmmexut pattory, MO
«Yere-MnunMexuit pados», YeTb-
Kytekoe MO (MyHuOENansEbIR
paiion), Yere-KyToxne MO
(FOPOACKOE NOCECHHE)
MO ropoja BoaaliGeo u pafiona,
MO «Karanrexkuil pafionn, MO
3. arant R patomns, 44 38 30 54 48 40
«Kupesncknit pattonn, MO
Mamcko-Yyltckoro paitona

TIprmevaniue:

Ion daxrrdeckoil OTITYCKHON LieHOH IPOMIBOAATEN TOCYAAPCTBEa - HieHa EBpasuiickoro IKOHOMHIUECKOTO
COKO3a HA JICKAPCTBEHHBIE Npenapartshi, BIIFOYEHIbIC B NCPEUCHh KH3HEHHO HeoOXOMMMBIX M BaKHEHIINX
NEXapCTREHHEIX Mpenapatos (natee — JKHBIIIL), nonmMaercs leHa (Ge3 Hanora Ha A00apneHHy0 CTOMMOCTD),



yKa3piBaeMas TPOUBBOJUTENICM B COHPOBOJUTENBHOH JOKYMEHTAaHMH Ha TOBAp M HE HpPeBbIUAONiad
3aPErHCTPUPOBAHHYIO WM NEPEPerHCTPHPOBAHHYIO [PSEIbHYI0 OTHYCKHYIO UeHY NPOM3BOJAMTENS Ha 3TOT
KHBJIT na maty repeaqd poccHicKOMY NOKyatesnio (YHOJIHOMOYCHHOMY WM JIHILY) IO TIEPeAaTo4HOMY aKTy
Wil HHOMY aHAJIOTHUHOMY JOKYMEHTY.

IMon daxrugeckol OTIYCKHOM 1IeHOM HHOCTPAaHHOIO MPOU3BOIUTENA, HE ABIAIOLIErocd MPOH3BOAMTE/IEM
rocyapersa - yieHa Eppasulickoro skoHoMHueckoro cowsa, Ha KHBJIT nonumaercsa uena (Oes nanora na
noGaBNeHHYI0 CTOHMOCTE), YKa3blpaeMas MHOCTPAHHBIM MPOM3BOAMTENEM JICKAPCTBCHHOrO Ipernapara B
CONpPOBOAMTENBHOM NOKYMEHTALMN Ha TORApP, HAa OCHOBAHHM KOTOPOH ohOpMNAETCA TAMOMEHHAS JeKIapauws, ¢
YUSTOM PACXONOB, CBA3aHHBIX C TAMOXKEHHBIM 0(OpMISHHEM Fpy3a (YINIATOH TaMOKCHHBIX TIONUIHH B cO0poB 32
TaMOXKeHHOe o(opMICHNE), He TIPSBBINIANINAS 3aPErHCTPHPOBARHYIO MM NEPEPEIUCTPUPOBAHNYIO NPE/IENBHYI)
OTIYCKHYIO Uedy npoussoputens Ha storT JKHBIIII na pmaty BeIDycka ToBapa, YKAa3aHHYHR B TaMOMKEHHOH
Jexiapatyi.

KOHTPOJISI U MOHHTOPYHTA B COITHANIEHOM chepe
YIIpaBIeHNs PeryIUpOoBaHus LeH (Tapudos

HavansHuk oTfena peryiipoBaHus [HeH (TE%)HCPOB),
1 KOHTPOJIS B colalibHo# cdepe H KOMMYHATbHOM
KoMInekce cayxObl o Tapugam Mpkyrckoit obaactu 7 -WLI. Bopymak



