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MPABHUTENLCTBO CBEPIIJIOBCKOM OBJIACTHU
MUHHUCTEPCTBO 3APABOOXPAHEHUS CBEPJIOBCKO! OBJIACTH

IIPUKA3

06.09 2OL3 N RO F7-1
. Exarepunbypr

06 yreepx/jjenun ITopsaKka npoBejeHNs IKCIEePTHOMH oLleHKH (apMaleBTHYeCKHX
OpraHH3aIii, HHAUBHAYa/IbHBIX IPeANpHHAMAaTe/1ell, BKJAIUEeHHBIX B PeecTp
thapmaneBTHUECKHX OpraHu3aliii, 0CyleCTB/IAAIOINX 0TNYCK JIeKapCTBEHHbIX CPeJCTB
fecr/IaTHO H Ha JIbIOTHbIX YC/AOBHAX

B uensx oOCyIeCTBAEHUS 3KCIEPTHOM OlLIeHKH QapMalleBTUUeCKUX OpraHM3aliul,
VHJAUBUAYAIBHBIX — TpeAnpUHMMaTesel, BK/AHOUEeHHbIX B PeecTp apmalieBTHYECKMX
OpraHM3alyH, OCYIeCTB/ISIONINX OTIYCK JIeKapCTBEHHbBIX CPeCTB DeCIuIaTHO U Ha JIbFOTHBIX

YCJIOBHSIX,
ITPUKA3BIBALIO:

1. YrBepautes Ilopsimok 1ipoBefeHHs SKCIIEPTHOH OIeHKH  (hapMalleBTUYeCKUX
OpraHMsanjuii,  UMHAUBHMAyaJbHBIX  TIpeJIPUHHMAaTeNielf,  BKIIOYEHHBIX B peecTp

(hapMarleBTUUeCKUX OpraHy3aliii, OCYH{eCTB/SIOIYMUX OTIYCK JeKapCTBeHHBIX CPeACTB
fecriiaTHO M Ha JLIOTHBIX YCAOBUSIX (JIPU/IAraeTcs).

2. Ilpusnary  yTpaTvBHIMM  CUIYy  [OpUKas  MuHUCTepCTBa  34paBOOXPaHEHUS
CeepgyioBckoit obnactu ot 31.10.2005 Ne 735-n «O0 opraHusaluu KOHTPOJ/IBHBIX
MEPONPHUATUHN /11 OL[eHKH 3(QQeKTUBHOCTH Peanu3aijii [ONO/HUTENHLHOrO JIeKapCTBEHHOIO
obecrieyeHyst OT/e/IBHbBIX KaTerOpui rpakian»,

3. Hacrosunmii  nipMka3s  HanpasuTb A8 OQUUMANbHOLO  ONyO/JIMKOBaHMS
Ha «O¢uumaZbHOM HHTepHeT-IiopTase 1paBoBOoH uHQopmaimu CRepAnioBCKol obiacty»
(www.pravo.gov66.ru) B TeueHue AecsTU AHeH ¢ MOMeHTa MOANUCaHUS,

4. Hacroaimuii npukas B TeueHHe TpeX AHEH C MOMEHTa ITOAIIMCAHMs HallpaBUTh
B YmpaB/jieHde BbIIYCKa NpaBoBbIX axkToB ['yvOeprHaropa CeepiinoBckoii o6actu
u IlpaBurenscTBa CBep/IoBckol obsactu A1t pasMerenus Ha «OduLManLHOM HHTEPHET-
roprajie IpaBoBOH MH(GOpPMaluuy (WWWwW.pravo.gov.ru).

5. Koruro HacTOsIero HpUKasa HalpaByTh B IPOKypaTypy CeepayioBCcKol obnacté M
'naBHoe yIIpaBjieHue MuHucrepcTBa FOCTUIIUN Poccuiickoit Degepaiiuu
no CBepyIoBCKOM 00/aCTM B TeueHHe ceMM JHell 10C/ae AHS TepBOro oduLMansHOro
OTIYOIMKOBaHUS.

6. KOHTpO/Ib 38 UCIIOHeHHeM HACTOSLLero IIpyKaza OCTaB/IA0 3a COOOM.

Munyctp A.A. Kapros

Ortneyarano nns MunHCTEpCTBa 31pasooxpaHesus Crepmroscxoii obnacty, zakaz Nel415, tupax 20000



TIpunoskeHue K pyUKasy
MHMHHUCTEPCTBA 30PaBOOXPAHEHMS
CaepaioBcKo¥ obnactu

or O6. 022043 Ne APF~ /2

Topagok npoBejeHHst IKCIIEPTHOHN OLeHKH (apMalleBTHIeCKNX OpraHi3anuH,
HHANBHYTbHBIX NpeATIpHHUMAaTe/iel, BK/II0UeHHbIX B peecTp (papMaLeBTHUeCKHX
OpraHH3anHii, 0CyIeCTB/ISIIONMX OTITYCK JieKapCTBeHHBIX CpeJCTB GecIyIaTHO H Ha

JIbTOTHBIX YCI0BHAX

1. JKcriepTHasd  oOLeHKa  (apMalleBTHUeCKWMX  OpraHu3alvi, WHAWBHJYaJbHbBIX
npeAripHUAMATe/ied,  BK/AIOYEHHbIX B peeCTp  (hapMalleBTMYeCKMX  OpraHM3alul,
OCYIIEeCTB/AOLMX OTIYCK JIEKAPCTBEHHBIX CPeJCTB OeCraTHO ¥ Ha JbIOTHBIX YC/IOBUSX
(namee — peectp dapMaleBTUUECKMX OpraHM3alvil), ocyulecTBaseTcss MUHHCTEpCTBOM
3apaBooxpaHeHus Ceepzji0BcKoit obiacTtu (fanee — MUHUCTePCTBO) B C(JIEAVIOLUX CAyYasiX:

1) nocrymiaeHde MHQOpPMaLUM O HapymleHMH (apMalleBTH4eCKOM opraHusalue,
UHAUBHYANbHLIM  IIPeATIpUHUMAaTe/IeM TIpaBWwl OTNYCKa JIeKApCTBEHHBIX IIperapaToB
OecrinaTHO ¥ Ha JILFOTHBIX YCI0BUAX (BHETUIaHOBas MTPOBEpPKa).

BHeryiaHOBast IpoBepka MNpOBOAUTCA B TeueHue 30 AHell € MOMeEHTa MOMyUYeHUs
MunHCTepCTBOM — MH(QOpPMALMM O  HapylueHHH  (apMaleBTHUYeCKOW  OpraHu3alueti,
UHIVBUYalbHBIM TIPeANpUHUMATe/IeM IIpaBW/ OTIYyCKa JeKapCTBEHHBIX IIperiapaToB
fecruiaTHO U Ha JILIOTHBIX YC/IOBUSX. B ciyuae npoBeieHyist BHETUIAHOBOH HPOBEPKH 110 XKanobe
TpaKAaHuHa WTOTH TaKOM ITPOBEPKU AOBOJATCA [0 IPaXKIaHMHA,

2) B IUIAHOBOM IOpsifiKe (T7IaHOBas IPOBepKa).

I1naHoBbIe IIPOBEPKM OCYLLECTB/ISIOTCA Ha OCHOBAHHK IOJYTOAOBBIX WX TOJOBBIX
1/1aHOB paboTel MUHUCTEPCTBS;

3} B IIOpAJKe IepecMoTpa peectpa apMalieBTHYeCKUX OpraHu3aiii.

JKCmepTHast — OoleHka  (QapMaleBTUYeCKOM — OpraHd3alyM,  UHAMBHUAYaNbHOO
NpeAnpuHUMaTe/IE B TIOpAKe TIepecMOTpa peectpa (apMaueBTUUYEeCKUX OpraHM3alui
TIPOBOAUTCS €)KeKBapTalbHO.

2. Peectp dapmaneBTHUECKHX OpraHu3alyil I1epecMaTpuUBaeTCsd ¢ Le/bK IIPOBEPKU
COOTBETCTBUA (apMalieBTHUECKUX OpPraHu3alul, WHAVBUIVANbHBIX [pelripHHUMaTe et
CJ/1elyIOILINM KPUTePUSM:

1) pesecoobpaszHOCTD pasMeIeHus Ha TEPPUTOPHL aIMUHUCTPaTHBHO-
TePPUTOPHANBHON  eAWHMIBI  JONOJHUTENBHOW — TOYKM,  OCYLIeCTBISIONIeH  OTHyCK
JIeKapCTBEHHBIX TperapaToB 0ecrylaTHO M Ha ABTOTHBIX YC/IOBHSX, KOTOpas OIpeje/fieTcs
COBOKYITHOCTRIO CJIeIVIOLINX [10Ka3aTe/el:

Ha/IA4YHe Ha TePPUTOPUM aIMUHUCTPATUBHO-TEPPUTOPUAIBHON € IMHMLIBI MeAULINHCKOM
opranusauuy (IfofpasjesieHus MeJHLMHCKONW OpraHu3aluy), OCYLUECTBIISFOLIEH BBITUCKY
JBTOTHBIX PeLierTOB;

OTCYTCTBME  Ha  TEPPUTOPUMM  aMUHMUCTPATUBHO-TEPPUTODUANBHON  eJMHMIIbI
FOCYAapCTBEHHBLIX YUDEXKIEHUM, T10ABeJOMCTBEHHbIX MUHUCTEPCTBY, OCYLECTBISIOMMX
OTITYCK JIeKaPCTBEHHBIX NpenaparTos 0ecnyiaTHO U Ha JIbFOTHBIX YC/IOBUAX (fA/1 OpraHusalui,
He TI0gBeIOMCTBEHHbIX MUHUCTEPCTRY);
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2) ganuuue v (apmalieBTHUeCKON OpraHu3alyy, UHAUBUYaNbHOrO NpeApUHYMATe s
JULEH3UH Ha JIeATeIbHOCTH 110 000pOTY HAaPKOTHUYECKWX CPeACTB, IICHXOTPOINHBIX BelleCTB U
VX TIPEKYPCOPOB, KY/ILTUBUPOBAHUIO HADKOCOAEPXKALIMX PACTeHH;

3) Haspuke HeoOXOJUMOT0 KOMITBKOTEPHOr0 060pyA0oBaHuA A1st paboThl IPOrpaMMHOTO
obecnevenus;

4) Hanvure He0oOXOAMMON  MaTepuanbHO-TexHuWYeckoH ©6asel u  obopyzoBaHus
[J151 pa3fe/bHOrO XPaHeH!s JIeKapCTBEHHBIX [1pernaparos;

5) sanmuuue HeoOXOAMMBIX CPeACTB CBsA3M ((hakc, MoJeM, 3/1eKTPOHHASA T10YTa);

6) Hanuuue v (papMalieBTH4YeCKOM opraHuzaliy, UHIAWBH/YaAbHOIO TIpernpUHUMaTe s
JIMLeH3MM Ha (apMalleBTU4YeCKy0 [JesTe/bHOCTh Ha TOUKY, TJie OCYLIeCTB/AeTCd OTIYCK
JIeKapCTBEHHBIX Ipenapartos 6ecrIaTHO ¥ Ha JIBIOTHBIX YC/I0BUAX.

3. JKcriepTHas  OLeHKa (papMalLeBTUUeCKOM  OpraHu3alliy, HHAMBHUAYa/IbHOIO
NIpeAripHHUMATe/sT OCYUIeCTBAAETCS ClelyanyucTaMyd OTAesa OpraHu3ali¥y JIeKapcTBeHHOIro
obecrieueHus ¥ GapMalieBTUUECKON AesATebHOCTY MUHHCTepCTRa.

4, Ilo pesynbrataM 3KCIeDTHOM OLeHKU IIPUHKMAETCs pellileHWe O IpPOJO/DKeHHH
JesaTenbHOCTH (GapMaleBTIUeCKON OpraHu3alyuy, WHAWBHUAYAILHOIO TIPeITPUHUMATENS 110
OTITYCKY JIeKapCTBeHHbIX IIpel1apaToB 6ecriiaTHO ¥ Ha JIBFOTHBIX YC/IOBUSX MO0 HCKIHOYEHUU
(bapmalleBTHUECKOH OpraHu3aliud, WHAVMBUAYANBHOTO TIpEATIPUHUMATENS W3  peecTpa
(hapMarieBTHUeCKMX OpraHu3alyil.

5. OcnosanmsaMHU A VICK/TIOYEHUS dapMalieBTHUYeCKOM OpraHM3aLvH,
UHJMBUY&/IbHOTO NIpeIIpHHUMAaTes] U3 peecTpa papMalleBTUUeCKHX OpTraHU3aLiiil AB/AITCA:

1) rpybple  HapylleHHMs €O CTOPOHBI  (papMalieBTHYeCKOH  OpraHu3ailliy,
UH/VMBYIAY&/IbHOIO TIpeATIpYHYMATe s, BbIB/IEHHBIe B XOJ€ ILJIaHOBOM, BHEIJIAHOBOU
TIPOBEPKU.

I1py 3TOM 10, rpyObIMK HAPYILEHHUAMU IIOHUMAFOTCA:

HeOJHOKPATHbIM 0TKa3 B3ATh PELENT Ha OTCPOUEHHOe obecrieueHue;

HEOJHOKPaTHOe HapylIeHue NIOpaJKa XpaHeH!s 1eKapCTBeHHbIX IperapaTos;

HeOAHOKpaTHOe HapylIenue ropsaKa yueTa JieKapCTBeHHBIX TIperapaTos,;

Heo/IHOKpaTHOe HapyLIeHNe IIpaBu/l OTIIyCKa JIeKaPCTBeHHbBIX TIPENapaToB;

2) He COOTBETCTBHE KPHUTepUsM (OJHOMY W3 KDUTEpPHeB), VKa3aHHBLIM B MYyHKTE 2
HaCTOAILero IOpsjKa, YCTAHOB/IEHHOe B TOpPsKe NepecMOTpa peecTpa hapMaleBTHUECKUX
OpraHu3aLyi.

6. B ciyyae Hanuuus OCHOBaHMM I8 UCK/IOUEHHs (apMaLeBTHYeCKOH OpraHu3aliy,
VHAVBAAYQIRHOIO IpeANpUHUMaTe/ss U3 peectpa (apMaleBTUUECKUX OpraHH3alui,
YKasaHHbIX B IIYHKTE 5 HAaCTOALLErc IOpsAjKa, cocTaBasiercs AT 00 HCKIHOUEHUM
apMalieBTHUeCcKOlf OpraHMsauuy, MHAVBHAYILHOIO TIpeATIPUHUMATe/Is W3  peecTpa
¢apmalieBTHHeCKUX OpraHusaluil no gopme corfacHo TpuioKenuio Nel K Hacrositemy
NIOPAAKY (Jasiee — akT), B KOTODPOM YKasbIBAHOTCH OCHOBAHHS M/ WCK/IFOUEHHS U3 peectpa
(apmalieBTHUeCKMX OpranHu3aluit. Konus akTa BbIj@eTcst NpeiCcTaBUTeNo (papMaLleBTHUeCKoi
OpraHy3alyy, MHAUBHAY&/IBHOIO NIpeANIPUHUMATEIS,

IIpy OTCYTCTBUM OCHOBaHMM A/ WCKIHOUYeHMs (HapMAaLeBTUUECKOH OpraHu3aliiy,
UHAMBUAYQJIBHOTO TIIPEATIPUHMMATE/IT U3 peectpa (¢apMalleBTHUECKHX OpraHu3aLuii,
VKa3aHHBIX B [TYHKTe 5 HACTOAILEro Nopsiika, akT He COCTaBAgeT .

7. Ha ocHOBaHMM aKTa CIIeLa/IuCT OT/e/la OpraHu3aliiy 1eKapCTBeHHOro ofecrneyenns
U (bapmaLieBTHUeCKOH AesTe/lbHOCTH MUHUCTepCTBA, OTBETCTBEHHBINM 3a BeJeHWe peecTpa
(apMalleBTUUECKMX OpraHM3aliyil, IOTOBUT INPOEKT INpuka3a MHUHMCTepCTBa. B feHb
NOJNIMCaHNA NPUKa3a MUHUCTEDCTBA ¥ BHECEHUs M3MeHeHUI B peecTp (hapMaleBTH4eCcKUX
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opraHu3anuii, (apmalieBTHUeCKOM OpraHu3alliy, WHAWBKUAYAIBHOMY IpeAIIpUHUMATENI0 U
BCEM 3aMHTePeCOBaHHbIM JIML]aM I10 3/IeKTPOHHOM 110UTe HalpaB/IsgeTCsd YBeAOMIIEHVE C Konuen
nprka3za MuHucTepCcTBa.

8. C MomeHTa MCK/IIOUEHUs (apMalleBTUUeCKON OprasM3aluy, WHAWBUIYaIbHOIO
TipeJTIpUHMMaTe/is U3 peectpa (papMalleBTUUeCKUX OpraHu3aluil Takasd QapmalleBTHuecKas
OpraHM3aliusi, WHAMBHAYa/ibHBIM NpeAnpUHUMAaTe/b He BIpaBe OCYLIECTBAATL OTIIYCK
JIEKapCTBEHHLIX TperiapaToB 6ecriIaTHo U Ha JIbIOTHBIX YCI0BHSIX.



IMpunoxkerue Ne 1

K [lopsafky niposeenya
SKCTIePTHOW OLIeHKU
(apMalleBTHIeCKUX OpraHu3aluH,
VHAWBHYa/IbHBIX
npeAripUHYMaTe el, BKITFOUEHHBIX
B peeCTp (apMaLleBTUUeCKHK
OpraHv3al{uM, OCYILeCTBI/ISIOMMNX
OTIYCK IeKapCTBEHHBIX CPeACTB
fecraTHO ¥ Ha JILIOTHBIX
YCJIOBUSAX

®OPMA
AKTA OB NCK/JIHUEHNUY ®APMAIIEBTUUECKONM OPTAHU3ALINY,
VHIVMBUIYAJTBHOI'O [TPEANNPUHUMATEJIA U3 PEECTPA ®APMAHEBTUYECKUX
OPTAHM3ALIMM, OCYUIECTBJIAOIINX OTITYCK JIEKAPCTBEHHBIX CPEJICTB
BECITVIATHO 1 HA JIBTOTHBIX YCJIOBUAX

(MecT0 cocTap/ieHus AKTa) (nata cocrapsieRys AKTa)

AKT
OB NCK/TFOUEHVN ®APMALIEBTUUYECKOW OPTAHU3ALIAY,
WHAVIBUAYAJBHOIO MPEAITPMHUMATEJIA Y13 PEECTPA @APMALEBTUYECKMX
OPTAHU3AIIMY, OCYUIECTBJIAKIIIX OTITYCK JIJEKAPCTBEHHBIX CPE/ICTB
BECITVIATHO U HA JIBI'OTHBEIX YCJIOBUAX

Ha ocrHoBaHuy nyHKTa 6 [Topsaxa npoBefeHus IKCIIePTHON OlleHKH (apMaL{eBTHYeCKUX
OpraHv3aiiii,  UHAUBUAYA/IbHBIX  [peJjrpuHUMAare/elf,  BKIIOUEHHBIX B peectp
chapMalleBTHUeCKUX OpraHu3aiui, OCYIIeCTBASIOIIUX OTIIYCK JIeKAPCTBEHHBIX CPEJICTB
fecrylaTHO ¥ Ha JBTOTHBIX YC/IOBUSIX, VTBEPXK/JEHHOTO TIpuMKa3oM MuHHCTepCTBa
3gpaBooxpanerus CeepiIoBCKOM 00/1acTy OT Ne , COCTaB/IeH HACTOALLMM
aKkT 06 UCKIHOUeHUN

(no/iHOe HauMeHOoBaHue (hapMalleBTHUeCKON OpraHu3alluy C YKa3aHuem
OpraHK3alOHHO-TIPaBOBOH HOpMBI)

HOPUNUeCKuil aapec

u3 PeecTpa anTeyHkIX OpraHu3aupi
(HarMeHOBaHMe NPOrpaMMB! JILTOTHOTO OTITYCKa

B COOTBeTCTBMH C HOPMATHBHBIMHK ,Z[OKYMEHT&MH)

AKT cocraBned (HyHOe BbIOpaTh) IO pe3y/ibTaTaM IUIAHOBOH TIPOBEPKU/TIO
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pesy/bTaraM BHeIUIaHOBOM IIPOBEPKW/B IMOPsijKe IepecMoTpa peecTpa (apMaleBTHYecKHX
OpraHv3aLii.

OcroBanue A1 HCKITIOUYeHU s @apmaueBqueCKoﬁ Opranu3aiiyu.

OKCiepTHast OLEHKA  OCYHIeCTB/ISIaCh  CTHELUaTUCTaMH  OT/[esia  OpraHM3aLlyu
nexapcrBeHHoro ofecnieueHuss ¥ (hapMaLeBTUUECKOH JesiTebHOCTH  MUHUCTepCTBa
3apaBooxpaHenyss CBepAIOBCKOM 06/1aCTH B COCTaBe:

/ /

JNO/DKHOCTE TIOATIUCH PO
/ /

JOJDKHOCTD TIOATTHCD PO
/ /

IO/DKHOCTB IO UCH DPUO



