VKA3 ITPE3WJEHTA PECITYBJIMKU BEJIAPYChb
31 nexabps 2019 r. Ne 499

00 oOpanieHnH JIeKAPCTBEHHBIX CPEICTB

B nensax obecrnieueHus 3alUThI 310pOBbs HaceNEHUs, TapaHTUU KauecTBa M 0€30MacHOCTH
JIEKApCTBEHHBIX CPEJICTB, COBEPLICHCTBOBAHHUS JIEKapCTBEHHOT'O o0ecreyeHus
Y TOCYJJapCTBEHHOI'0 PETYJIMPOBaHUs 00pallleHus JIeKapCTBEHHBIX CPEJICTB HOCTaH OB A IO:

1. MunucrepctBy 3apaBooxpaHeHus 10 1wmas 2020r. co3garb TrocydapCTBEHHOE
yupexnaenne  «l'ocymapcTBeHHbIH  (hapMaleBTHYECKUW  Ham3op B cdepe  oOpalieHus
nekapcTBeHHbIX cpeacTtB  «l'ochapmuamzop» (mamee — yupexaeHHE) U 00ECIEUUTh €ro
(YHKIIMOHUPOBAHUE.

2. YCTaHOBHUTD, YTO:

2.1. yupexieHne HaXOAUTCA B MOAYMHEHMH MUHUCTEPCTBA 3paBOOXPAaHEHUSI.

VYupexxaeHue BO3IJIaBIsSET TUPEKTOpP, Ha3HAYaeMbId Ha JIOJKHOCTh U OCBOOOXKIaeMBbIii
OT JOJHKHOCTH MHUHUCTPOM 3/IpaBOOXpPaHEHUSI.

VYcraB yupexaeHusi, BHOCUMBbIE B HETO W3MEHEHUsS U (WJIM) JAOIMOJHEHHS, CTPYKTypa
YUpEeXKIEHUs MU IITaTHasT YHMCIEHHOCTh €ro paOOTHUKOB YTBEPXKAAOTCS MUHUCTEPCTBOM
3/paBOOXPaHEHUS.

HmymiecTBO yupexkIeHUs] HaXOIUTCS B PECITyOIMKAHCKONW COOCTBEHHOCTH U IPUHAJICIKUT
€My Ha TpaBe ONEepaTUBHOTO YIIPABIICHUS;

2.2. puHaHCHpPOBAHME PACXOJIOB HA CO3AHME U COJCPIKAHUE YUPEHKICHUS OCYIIECTBISETCS
B MOpAJIKE, onpeaensieMoM MUHHUCTEPCTBOM 3/]paBOOXPAHEHMs], 32 CUET:

LEJIEBbIX OTYMCICHMM, ImpousBoguMbIX PVYII «lleHTp dkcnepTu3 U UCHBITAHUI
B 31paBooxpanennn», PYIl «BEJIOAPMAIIUA», bpectckum PYII «Dapmarus», Butebckum
VII «@apmauus», lomensckum VYII  «@apmauus», I['pomnenckum PVYII  «®Dapmarusy,
MoruneckuMm PYII «®apmarusy, PYIT «Munckas @apmanus» (1anee — meneBbie OTYUCICHHS ),

MHBIX UICTOYHUKOB, HE 3aMPELIEHHBIX 3aKOHOIaTEILCTBOM;

2.3. 1leJIeBbIE OTYNCIICHNA:

BKITIOUAIOTCS TPEINPUITUSIMH, YKa3aHHBIMU B a03aire BTOPOM MOMAMYHKTA 2.2 HACTOSIIETO
MyHKTa, B COCTAaB 3aTpar (pacxoj0B) IO MPOU3BOJICTBY M peaan3aln TOBapoB (paboT, yciyr),
MMYIIECTBEHHBIX TIPAB, YUUTHIBAEMBIX IIPU HATOTOOOJIOKCHHH,

TIEPEYHCIIAIOTCS Ha TEKYITUH (pacueTHBIN) OAHKOBCKUN CUET YUPEIKICHHUS.

CyMmMBbI Haznora Ha J0OOABJICHHYIO CTOMMOCTH IO IPUOOPETEHHBIM (BBE3CHHBIM) TOBapaM
(paboram, yciyram), MMYIIECTBEHHBIM IIpaBaM 3a CUeT LEJEBBIX OTYHMCICHHUI He MOJIeKaT
BBIUETY M OTHOCSITCS HAa YBEJIMYEHUE CTOMMOCTH NMPUOOPETEHHBIX (BBE3CHHBIX) TOBapoB (pador,
YCIIyT), UMYIIIECTBEHHBIX MPaB.

[Topsimoxk  ¢GopMHUpPOBaHMS U MCIIOJIB30BAaHMS LEJIEBBIX OTYHUCICHUH  OIpeeseTcs
MuHUCTEPCTBOM 3paBOOXPAHECHHUS;

2.4. OCHOBHBIMU 3a7]a9aMU YUPEKICHUS SBIISIOTCS:

MpeIOTBpallleHNEe MOCTYIUIEHUs B OOpallleHHe U CBOEBPEMEHHOE M3bSTHE U3 00palleHus
HEKAYECTBCHHBIX, (albcU(DUIIMPOBAHHBIX JIGKAPCTBEHHBIX CPEJCTB U JICKAPCTBEHHBIX CPEIICTB
C UCTEKILIUM CPOKOM T'OJAHOCTH;

NpeaynpexaeHue, BbIABICHHE U MTPEeceUeHNe HapyIICHUH TpeOOBaHMI 3aKOHO/ATEIbCTBA
00 oOpaleHnn JEKapCTBEHHBIX CPEJICTB;

2.5. yupexieHHue SBISIETCS OPraHOM TOCYAApCTBEHHOrO (hapMalleBTUYECKOrO Haa30pa
3a COOMIOJICHUEM  IOPUAWYECKUMHU  JUIAMH ¥ UHIUMBUIYaJbHBIMU  MPEANPUHUMATEISIMU
TpeOOBaHUI 3aKOHOJATENLCTBA 00 OOpAIEHNN JICKAPCTBEHHBIX CPEACTB, B TOM YHCJIE B YaCTH
YCIIOBUH MPOMBIIUIEHHOTO MPOU3BOJICTBA, alTEYHOTO W3TOTOBJICHMS, pealu3alii, XpaHEHUS,
TPAHCIIOPTHPOBKA U MEAWIIMHCKOTO  TPUMEHEHUS B OpraHW3alusX  37paBOOXPAHCHHUS
JIEKApCTBEHHBIX CPEJNICTB (J1ajiee — TOCYAapCTBEHHBIN (papMarieBTUICCKUNA HAI30D);

— Oguyuanvuas npasosas ungopmayus
a» YTANNOH “upopmayuonno-nouckosas cucmema "ITAJIOH", 16.10.2020
— Hayuonanvuuiii yenmp npasosoti ungopmayuu Pecnybruxu Berapyco



2.6. TOCYyIapCTBeHHBIN (hapMaleBTUUECKUH Haa30p MPOBOJUTCA B popMe BHIOOPOUHBIX,
BHEIIJIAHOBBIX MIPOBEPOK, MOHHUTOPHHTA Y UHBIX Mep npOoQUIAKTUIECKOTO
U TIPEAYNPEAUTEILHOTO  XapakTepa, MEpONpPUATHH  TEXHUYECKOTO  (TEXHOJIOTHYECKOTO,
MTOBEPOYHOTI0) XapaKTepa.

[Tpu ocymiecTBIEHNH rOCYyJapCTBEHHOTO (hapMaIleBTHYECKOTO Ha/130pa UCCIEAYIOTCS:

MoMeleHus, 000pyI0BaHue, CPECTBA U3MEPEHHUSI, TPAHCIIOPTHBIE CPECTBA, HHKEHEPHBIE
CUCTEMBI;

BUJBl pabOT M YCIYT, CBSI3aHHBIX C IPOMBIIUICHHBIM IPOU3BOJICTBOM JIEKAPCTBEHHBIX
CPEACTB, X alTeYHBIM U3TOTOBJICHUEM, OTITYCKOM H peau3aliei;

Ka4ecTBO, 23 (HEKTUBHOCTD U 0€30MTACHOCTH JICKAPCTBEHHBIX CPEICTB;

JTOKYMEHTBI, UCTIOJIb3yeMbIE TIPU OCYLIECTBICHUN (hapMalleBTHUECKON AEATEIbHOCTH.

[Ipy mnpoBegeHUM MEpPONPUATUN TEXHUYECKOTO (TEXHOJOTUYECKOTO, IOBEPOYHOIO)
XapakTepa B paMKax OCYUIECTBICHHS TOCYIApCTBEHHOTO (hapMaleBTHYECKOTO Haa30pa
MIPOBOJIUTCS OTOOP 00pa3IOB JIEKAPCTBEHHBIX CPEJICTB HA BCEX ATallax UX 0OpaIleHus.

3. OnpenenuTsp, 4TO:

3.1. nexapcTBeHHBIE cpeAcTBa (MpUiIoKeHue 1) moaiexar rocyJapcTBEHHON PErucTpaiuu
B YIPOILEHHOM IOPSIJIKE;

3.2. BMaZenblbl TAaMOXEHHBIX, CBOOOIHBIX CKJIaJJOB, Ha KOTOPBIX OCYILECTBISETCS
XpaHEHHUE JICKAPCTBEHHBIX CPEJICTB, BIAJEIBIBI CKJIAJOB BPEMEHHOTO XpaHEHUs, WHBIC JUIIA,
OCYILIECTBISIONIME BPEMEHHOE XpaHEHHE JIEKAPCTBEHHBIX  CPEJCTB, a TaKkXke JIMIIA,
OCYILECTBISIOLIME XPAHEHHE JIEKAPCTBEHHBIX CPEJICTB, IMOMEUICHHBIX I10J TaMOKEHHYIO
MpoLENYpy TaMOXXEHHOIO CKJIaJa, B MECTaX, He SBJISIOUMXCS TaMOXEHHBIMU CKJIaJaMH,
o0ecreynBalOT XpaHEeHHEe JICKApPCTBEHHBIX CPEJICTB B COOTBETCTBHHM ¢ [IpaBuiamu Haanexarien
TUCTPUOBIOTOPCKOM  TPAaKTUKH B paMKaX  EBpa3WiicKOTO  9KOHOMHMYECKOTO  COI03a,
yrBepkaeHHbIME Pemennem CoBera EBpa3miickoil 5KOHOMHUYECKOH KOMHUCCHHM OT 3 HOSIOps
2016 . Ne 80.

Jluma, mnepeyrciIeHHbIE B YaCTH IEPBOM HACTOSIIEr0 MOJNYHKTA, OOS3aHBl TMPOWUTH
MHCIEKTUPOBaHUE Ha cooTBeTcTBUE I[IpaBuiaM Hajiexameid IUCTPUOBIOTOPCKONW TMPaKTUKU
B pamMKkax EBpasuiickoro SKOHOMMYECKOIO CO03d, YTO IOATBEP)KIAETCS IOJIOKUTEIbHBIM
3aKJIIOYE€HHEM, BbIJaBaeMbIM MUHUCTEPCTBOM 3[PaBOOXPAHEHHUSI [10 €T0 PE3yJIbTaTaM.

IIpy OTCYTCTBMM MOJOXHUTEIBHOIO 3aKJIIOUEHUS, IPEIyCMOTPEHHOIO B YacTU BTOPOH
HACTOSIIEr0  MOANYyHKTa,  ['OCymapCTBEHHBIM  TaMOXKEHHBIM  KOMHUTET  NPUHUMAET
II0 MpeACTaBIeHUI0 MUHHUCTEPCTBA  3PaBOOXPAHEHMsI  PEIICHHUE O 3alpeTe  XpaHEHHUS
JIEKapCTBEHHBIX CPE/ICTB;

3.3. IopuIMYecKue JMIa U MHIUBUAYaJIbHBIC TPEANPHUHUMATENH, OCYIECTBIISIONINE
(hapMareBTHUECKYyI0 JeATENBHOCTh, O0sS3aHBI COONIOAATh HaJIeKamue (papMaleBTHICCKUE
NPaKTUKH B cdepe oOpalieHus JEKAPCTBEHHBIX CPEICTB, YTBEP)KIAeMble B COOTBETCTBHH
C MEXIyHapOIHO-TIPAaBOBBIMU aKTaMH, COCTaBISAIOMMMU MpaBo EBpa3zniickoro 3KOHOMHUYECKOT0
COM03a;

3.4. KOHTPOJIb KaueCcTBa BBO3UMBIX Ha Teppuropuio Pecrybnuku benapych iekapcTBEHHBIX
CPEACTB OCYLIECTBISAETCS IO UX MOCTYIUICHUS B pEaTU3aIMI0 UCIIBITaTeIbHBIMU 1a00paTOPHSIMH,
aKKpenuTOBaHHBIMM B HammonanbHOW cucreMe akkpeauTaruu PecrnyOmmku benmapych most
UCTIBITAaHUHN JICKAPCTBEHHBIX CPE/ICTB (J1aJiee — UCTIBITaTeNbHbIE JIAO0OPATOPUH ), TOCIIE 0TOOpa UMH
0o0pa3oB Ha CKJanax IOPUAMYECKUX JIHMI[, OCYILECTBISIONIMX BBO3 JIEKAPCTBEHHBIX CPEICTB
Ha Tepputopuio Pecniyonuku benapyce 1 ux nanbHEHIIeN peann3anuy.

KouTponp  kadecTtBa  JIGKQpCTBEHHBIX  CPEICTB,  HAXOAAIIUXCS B OOpalleHUH,
OCYIIIECTBIISICTCS  MCMBITATENILHBIMU  JTA0OPATOPHSIMU (32 UCKIIFOUEHUEM  HMCIIBITATENbHBIX
nabopatopuii, TPOBOAMBILKUX KOHTPOJb KayecTBa 10 UX IOCTYIUICHUS B peaju3alyio) IMocie
orbopa 00pa3IoB B paMKax OCYIIECTBICHHUS TOCYAAPCTBEHHOTO (DapMaleBTHYECKOT0 Haa30pa.

4. Buectn nsmeHenus B ykassl [Ipesunenra Pecyonuku benapych (nmpunoxkenue 2).

5. Coery Munuctpos Pecniyonuku benapych B TpeXMeCSUHBIN CPOK:



5.1. onpenenuTs ynpouEeHHBIH MOPSA0K OCYILECTBICHUS FOCYIapCTBEHHOW PEruCcTpalun
JIEKapCTBEHHBIX CPECTB, IPEIyCMATPUBAIOIIUI B TOM YHCIIE:

NPOBE/ICHUE KOMIUICKCA TPEABAPUTEIBHBIX TEXHUYECKUX pPAa0OT, NPEANIeCTBYIOMINX
roCyJapCTBEHHON perucTpaiuu, B TedeHue He O6osnee 30 pabouymx MHEHW ¢ JaThl 3aKIIFOUYCHHS
norosopa Mexxay 3assureneM U PYII «lLleHTp skcnepTrs v UCIBITAHUN B 31PaBOOXPAHECHUNY,

00IIlyI0 CYMMY pacxo/I0B 3asBUTENs HA TOCYAAPCTBEHHYIO PETHMCTPALMIO JIEKAPCTBEHHBIX
CpenCTB, He mpeBblmaronrylo 120 0a30BBIX BenMYMH 0€3 ydeTa Halora Ha J0OaBICHHYIO
CTOUMOCTB;

5.2. IpeyCMOTpPETh NPU OCYLIECTBICHUH aIMUHUCTPATUBHON MPOLEAYPHI IO KOHTPOIIIO
KayecTBa JIEKapCTBEHHOI'O CpEACTBAa 3apyO0eKHOTO0 NPOM3BOJACTBA M BbIJAa4€ IPOTOKOJIA
UCTBITAHUNA  JITaHHOTO  JIEKAPCTBEHHOT'O  CPEACTBA [0 €r0  pealu3anuu  00s3aTebHOe
IPEJCTABICHUE OJHOTO U3 CIEAYIOIINX JOKYMEHTOB (T1aKeTa JJ0KyMEHTOB):

JOTOBOP (KOHTPAKT) KYIUIU-TIPOAAXKH, 3aKIFOUEHHBIN C IPOU3BOAUTENIEM WU JEpKATEIEM
PETUCTPALIMOHHOIO YAOCTOBEPEHUS JIEKapCTBEHHOTO CPECTBA,

J0TOBOP (KOHTPAKT) KYIIH-MPOAAXKH, 3aKIIOYCHHBIH € OQUIIHAIBHBIM JUCTPUOBIOTOPOM
(ImepoM) MPOU3BOJUTENS WU AEprKaTellsd PErUCTPALlMOHHOIO yI0CTOBEPEHHS JIEKAPCTBEHHOTO
CPEICTBa, a TAKXKE€ OpPUTMHAJl WJIM 3aBEPEHHAs B YCTAHOBJIIEHHOM IIOPSIKE KONUS JI0TOBOpa
(cornameHus, KOHTPAKTa) MEXIy IPOU3BOAUTENIEM WM JEpiKaTeleM perucTpalioHHOTO
YIOCTOBEPEHUSI U ero O(GHUUUAIBHBIM AUCTPUOBIOTOPOM  (AMIIEPOM), MOJITBEPXKAAOLIHNE
MIOJyYEHHE JIEKAPCTBEHHBIX CPEACTB O(PHUIMAIBHBIM TUCTPUOBIOTOPOM Y MPOU3BOJUTENS, WU
MHOU o(UITMANIEHBINA JOKYMEHT, MOATBEPKAAIOLINHI CTaTyC 0HUIIHATILHOTO IUCTPUOBIOTOPA;

5.3. onpesienuTh MOPSIOK IPOBEIEHUS HMHCIEKTUPOBaHMA Ha cooTBeTcTBHE [IpaBuiam
Ha/IJIeKaIIeld AUCTPUOBIOTOPCKON MPaKTUKU B paMKax EBpa3uiickoro 3KOHOMHYECKOTO COI03a
Y BBIJIa4M 3aKJIIOYCHHUS 110 €0 PE3yJIbTaTaM;

5.4. IpUHATH UHBIE MEPHI 110 peaU3al[M1 HACTOSILEr0 YKasa.

6. Hacrosimuii Yka3 BcTynaeT B CHUTY B CICAYIOIIEM MOPSIIKE:

NyHKTHI 2 1 3 npunoxenus 2 — ¢ 1 suBaps 2020 r.;

nyHKT | mpunoxkenus 2 — ¢ 1 mas 2020 r.;

noanyHKT 3.2 mynkra 3 — ¢ 1 nexabps 2020 r.;

MHBIE TOJI0KEHUS HACTOSIIEr0 YKa3a — [ocie ero o(pUIuanbHOro OnyoInKOBaHHUS.

IIpe3nnent Pecmy6oankn beaapych A.JlykameHnko

IIpunoxenue 1
K Yka3y Ilpe3unenta

Pecny6nmmku benapych
31.12.2019 Ne 499

JIEKAPCTBEHHBIE CPEJACTBA*,
Nno/VIeXKaIMe rocy1apCTBeHHON PerucTPalMy B YIPOIICHHOM NOpsiAKe

1. JlekapcTBEHHBIE CPEACTBA, 3apErHMCTPUPOBAHHBIE YIOJHOMOYEHHBIMH OpraHaMH
3apyOexHBIX TocymapcTB: ABcrpammiickuii Coro3, ABcrpuiickas PecnmyOmmka, CoenvHEHHBIC
[rarer Amepuku, Kanama, llIsetinapckas Kondenepamus, Anonus, Coeqnnennoe KoponeBcTBo
Benuko6purtanuu u Cesepnoii Mpnanauu, @enepatusHas Pecriyonuka ['epmanus, KoposeBcTBo
Hanus, KoponesctBo HwupaepmangoB, KoponesctBo IlIBenusi, KoponesctBo Hcnanwus,
[Mopryranbckas PecriyOnuka.

2. JlekapCTBEHHbIE  CpEACTBA, 3apErMCTPUPOBAHHBIE  YIOJHOMOYEHHBIM  OpPraHOM
EBpomneiickoro corw3a 1O LEHTPAIU30BAHHOW MpOUEAYype, ISl MPUMEHEHHS] Ha TEPPUTOPHUHU
rocygapctB: ABctpanuiickuii  Coro3, ABgctpumiickas Pecnybnuka, CoenuHenubie IllTaTh
Awmepuku, Kanana, IllBerinapckas Kondenepanus, Amnonus, Coenunennoe KoponeBcTBo
Benukobpuranuu u CesepHoit Upnanauu, @eneparuBHas Pecyonuka ['epmanus, KoponeBcTBo



Hanus, KoponesctBo HupepnannoB, KoponesctBo IllBenns, KoponescrBo Mcnanus,
[Topryranbckas Pecy6mmka.

3. JlekapcTBeHHBIE cpeicTBa Ul JeueHus TyOepkynesa, rematutra C, BUY-undexnumy,
BakLMHBl, MpOLIeAUIME IMporpaMMmMy  nepekBanupukanuu  BcemupHoi  opranuzanuu
3/IpaBOOXpaHeHHs B cooTBeTCcTBUU ¢ CoBMecTHOM mponenypoi mexay BO3/PQT u HPO onenku
U YCKOPEHHsI TOCYJapCTBEHHOW perucrpauuu (apMaleBTHUYECKUX IPErnaparoB U BaKLUH,
npekBanudurpoanubix BO3, ot 16 mas 2018 rona.

* 3a HMCKIIOYCHHEM TOMEOIIaTHYECKUX JIEKAPCTBEHHBIX CPEJICTB, JICKAPCTBEHHBIX CPEACTB Ha OCHOBE
JIEKapCTBEHHOTO PAaCTUTENIFHOTO CHIPhsI, BUTAMUHHO-MHHEPAJIBHBIX KOMITJIEKCOB, (JapMaIieBTHIeCKAX CyOCTaHIIN.

IIpunoxenue 2

K Yka3y Ilpe3unenta
Pecny6nmuku benapych
31.12.2019 Ne 499

IHEPEYEHb
U3MEeHeHHUi, BHOCMMBIX B yKa3bl [Ipe3naenta Pecny0iiuku benapych

1. [Tyaxktr 8 mepeyHs KOHTPOJMPYIONIMX (HAI30pPHBIX) OPraHOB, YIOJTHOMOYEHHBIX
MPOBOANTH TPOBEPKHU, U chep UX KOHTPOIHHON (HAA3OPHON) AEATETHHOCTH, YTBEPKICHHOTO
Vkazom Ilpesunenta Pecnybnukm benapyck ot 16 oktsaopss 2009 . Ne 510, u3I0XKHTH
B CJICIYIOILECH pENAKLINU:

«8. MUHHCTEPCTBO 3IpaBOOXPAHCHHUS KOHTPOJIb 32 KAYE€CTBOM METUIIMHCKOM MOMOIIN

TOCYAApCTBEHHBIH KOHTPOJIb (HAA30p) 3a COOIOICHUEM
TpeOOBaHUH TEXHUYECKUX PETIAMEHTOB TaMOKEHHOTO
coro3a, EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a

OpraHbl U YUYpCIKACHUS, OCYLICCTBJIAIOINC FOCYZ[apCTBCHHLIﬁ CaHHTapHLIfI Haa30p 3a CO6J'HO,H€HI/I€M
FOCYZ[apCTBeHHLIﬁ CaHHTapHLIfI Hazx3op** OPOBCPACMbIMU Cy6”beKTaMI/I 3aKOHOJAaTCJIbCTBa
B o0yacT CaHUTAPHO-3IUACMHUOJIOTUNICCKOI'O
6narononyq1/15{ HaCCJICHUA

roCyapCTBECHHOE YUpekacHue «['0CyAapCTBeHHBI  TOCYJapCTBCHHBIN (hapMaleBTHYCCKUIN HAT30D

(hapmaneBTHYCCKHIH HAI30p B cepe oOpaieHus 3a COOJFOJICHIEM POBEPSACMBIMU CYOBCKTAMHU

JIEKapCTBEHHBIX cpecTB «I ochapMHATZ0P» TpeOoBaHUH 3aKOHOIATEILCTBA 00 OOpaIeHnn
JIEKaPCTBEHHBIX CPE/ICTB, B TOM YHCIIE B YACTH YCIOBHIA
MPOMBILICHHOTO POU3BOICTBA, AlITEYHOTO
W3TOTOBIICHUS, PeaIN3alii, XPAaHECHHS,
TPaHCIIOPTUPOBKH U MEAMIUHCKOTO TPUMEHECHUS
B OpraHu3alusix 3paBoOOXPaHEHHs JIEKaPCTBEHHBIX
CPE/CTBY.

2. B TlonoxxeHuW O JTUICH3UPOBAHUU OTAEIBHBIX BHUJOB JESATEIBHOCTH, YTBEPKICHHOM
VYkazom IIpesunenta Pecyonuku benapycb ot 1 centsiopst 2010 r. Ne 450:

4acTb YETBEPTYIO IIYHKTA 242 UCKIIOYUTS;

4acTh MEPBYIO MOAMYHKTa 426.2 myHKTa 426 1 ab3a11 nepBbii moAnyHkTa 428.1 myHnkra 428
1OCJIe CIIOB <«JIEKApPCTBEHHBIX CPEICTB» IOMOIHUTH CIIOBAaMHU «M (WIK) (hapMareBTHUECKUX
cyOCTaHIHI;

4acTh BTOPYIO MOAMYHKTa 426.2 myHKTa 426 1OCIe CIoBa «XUMHUKO-(hapMaleBTHUECKOE, )
JIOTIOJTHUTD CJIOBaMU «XMMHUYECKOe, OMOIOrHuecKoe, MUKPOOHOIOTHUYECKOE,»;

nyHKT 427 mocie ab3aia BTOporo JOMOJHUTH a03aleM CIEAYIOIIETO COAePKAHUS:

«HaJM4Me He Mo3JHee ueM uepe3 12 MecsleB MOcie MPUHATHSA PpEHICHHS O Bbllaye
JUIEH3UM JOKyMeHTa (cepTuduKara), MOATBEP)KIAIOIIEI0 COOTBETCTBUE IPOMBIIIIICHHOTO



MPOU3BOJICTBA JICKAPCTBEHHBIX CpEACTB TpeOoBaHusM Hamnmexamieii MpoW3BOJICTBEHHOM
MIPAKTHKU;»;

B yHKTE 428:

B moAnyHkTe 428.1:

a03a1l 4YeTBEPThI U3JIOKHUTD B CICAYIOIIECH PEIaKIIH:

«10Cb€ TPOU3BOJCTBEHHON TIIOMIAIKH, COCTaBICHHOE B COOTBETCTBHM C TPEOOBaHUSIMU
Hannexaiein npon3BOICTBEHHOM ITPAKTUKH;Y;

a03al1 MEeCTOM U3JI0KUTh B CIAEAYIOIICH peaKIIiu:

«CBEJIEHUSI O 3asBIIIEMON K IMPOMBIIUICHHOMY TPOU3BOJICTBY JICKAPCTBEHHOH Qopme
(mekapcTBeHHBIX (hopmax)* wu (wim) (dapmaneBTHUECKOW cyOcTaHIuu (dapMareBTUYECKUX
CyOCTaHIMIX), B TOM YHCIIEe TMPEeIHA3HAYCHHBIX JJIS AKCIOPTA WM MPOBEICHUS KIMHUYCCKHX
WCIIBITAHUH, C yKa3aHMEM ajJpeca MPOM3BOJCTBEHHON IIIOMAIKKA (TJIOMIAI0K). YKa3aHHBIC
CBEJICHUSI BHOCATCS B JIULICH3UIO;;

* B COOTBETCTBMM  C HOMEHKJIATYpOil  JIeKapCTBEHHbIX  (opM, ycTaHaBIuBaeMod MUHHCTEPCTBOM
3/IpaBOOXPAHEHHUSI.

a03a11 BTOpoi IMyHKTa 429 MCKITIOYHTH;

B yHKTE 432:

nociie ab3ala mecToro JOMOJIHUTh MyHKT a03alaMu CIIEIYIOIIETO COAep KaHUS:

«Hapymenue TpedoBanuii Hayexaieii mpou3BOJACTBEHHONW MPAKTUKU, KOTOPOE MPHUBEIIO
WJIM MOXKET MPUBECTH K MPOU3BOICTBY JIEKAPCTBEHHOT'O CPEICTBA, MPE/ICTABISIONIETO ONAaCHOCTh
TUIs )KU3HU WM 37I0POBbS YEJIOBEKA;

HapyuieHue TtpeboBanuid [IpaBwi Hammexamen AUCTPUOBIOTOPCKOM MPAKTUKH B PaMKax
EBpa3uiickoro 3KOHOMHUYECKOTO COI03a, KOTOPOE MPHUBEIIO MM MOXKET MPUBECTH K peau3aliiu
JIEKapCTBEHHOI'O CPEJICTBA, MPEACTABIISAIONIETO OMACHOCTD JIJIS KU3HH UJTH 3J0POBbsI UEIOBEKA,

peanu3aiys  JEKapCTBEHHBIX CpeAcTB M (M)  (apManeBTUYECKUX  CcyOcTaHIUH
710 TIOJTyYEHUsl TOKyMeHTa (cepThuduKaTa), MOATBEP>KIAIOIIETO COOTBETCTBUE MPOMBIIIIIEHHOTO
MPOM3BOJICTBA JICKAPCTBEHHBIX CpEACTB TpeOoBaHusM Hamnmexamieii MpoW3BOJICTBEHHOM
MIPAKTUKU;»;

a03a1] BOCbMOW MCKJIIOUHTh;

noanyHKT 36.1 myHnkTa 36 rpadsl «HanMeHoBaHME BUIOB JEATEILHOCTH U COCTABIISIONINX
BUJIBI JIEATENILHOCTH paboT W (Wim) yciyr» mnpuiokeHus 1 k atomy [TomoskeHHIO H3II0KUTH
B CJICIYIOIICH peIaKIINU:

«36.1. paboThl ¥ yCIyrH, CBSI3aHHBIC C MPOMBIIIICHHBIM MPOU3BOJICTBOM JIEKAPCTBEHHBIX
cpenctB u (M) GpapMareBTHYECKUX CyOCTaHIIMM M UX ONTOBOM pean3alinei:

36.1.1. mpOMBINUIEHHOE MPOU3BOJCTBO HECTEPUIIBHBIX JIEKAPCTBEHHBIX CPEICTB U (HJIN)
(hapmareBTHUeCKNX CyOCTaHIIMN U UX ONTOBAs peain3alus

36.1.2. mpOMBINUIEHHOE MPOU3BOJICTBO CTEPUIIbHBIX JIEKAPCTBEHHBIX CPEICTB MU (HJIN)
(hapmareBTHUeCKNX CyOCTaHITUN U UX ONTOBAs peain3alus

36.1.3. mpOMBINUIEHHOE MTPOU3BOACTBO T'a30B, UCIIONB3YEMBIX B MEIUIIMHCKUX LEINSAX, U UX
OIITOBAs peaan3aus

36.1.4. mpOMBINUIEHHOE MTPOU3BOACTBO paanohapMaIleBTUYECKUX JEKapCTBEHHBIX CPECTB
U UX ONTOBas pealn3anus

36.1.5. mpoMBINIIEHHOE MPOU3BOJCTBO CHHUPTOCOIEPKAIIUX JIEKAPCTBEHHBIX CPEACTB U UX
OIITOBAs peaan3anus

36.1.6. mpOMBINUIEHHOE TPOU3BOJCTBO JIEKAPCTBEHHBIX CPEJCTB B YaCTH (HAcCOBKHU U (MIIH)
YIAKOBKH JICKAPCTBEHHBIX CPEACTB U (WiaH) (papMaleBTUHYCCKUX CYOCTaHIIMA W UX OITOBAs
peanu3anus

36.1.7. mpOMBITIUICHHOE TTPOU3BOACTBO JIEKAPCTBEHHBIX CPEJCTB U3 JIEKAPCTBEHHOTO
PaCTUTENILHOTO CHIPhSI U UX ONTOBAsI PeaTH3allHsl

36.1.8. mpOMBITIUICHHOE ~ MPOW3BOJCTBO  JIGKAPCTBEHHBIX  CPEICTB,  IMOJIy4aeMBbIX
U3 JIOHOPCKOM KPOBU WJIU IJIa3MBbl



36.1.9. mpoMbIIIIIEHHOE TTPOU3BOJCTBO OMOIOTUYECKUX (B TOM YUCIIC UMMYHOJIOTHYECKHX )
JIEKApCTBEHHBIX CPENICTB U (MiIH) papMarieBTUUECKUX CyOCTAHIIMMA U UX ONTOBAs PeaT3aIlus»;

3.B VYkaze Ilpesunenra Pecnybnuku bemapych ot 22 aBrycta 2018 1. Ne 345
«O perucrpany LeH Ha JIEKapCTBEHHbIE CPEJICTBAN:

MYHKT | U3TI0KUTH B CIIEAYIOMIEH peIaKInu:

«1. YcTaHOBHUTB, YTO:

1.1. moxnmexxar  perucTpalMu — MpeAeNbHbIE  OTHYCKHBIE  IIEHBl  OpraHU3alluH,
OCYILECTBISIONIMX IPOU3BOJACTBO JIEKAPCTBEHHBIX CpPEACTB (Jajee — TMPOU3BOAUTEIH),
Ha 3apPETUCTPUPOBAHHBIC B YCTAHOBJICEHHOM 3aKOHOJATEIILCTBOM TOPSAKE JIEKAPCTBEHHBIC
CpelIcTBa:

COIJIACHO MPUJIOKEHUIO 1;

BKJIIOUEHHBIE B IIEpEYEHb OCHOBHBIX  JIEKAPCTBEHHBIX  CPEJACTB,  OMpenesieMbli
MUHUCTEPCTBOM 3ApaBOOXPAHECHHUS (aliee — IEPEeUeHb OCHOBHBIX JICKAPCTBEHHBIX CPEJICTB);

1.2. 3anpemaercs peanmsanus Ha Tepputopun PecniyOonuku bemapych JekapCTBEHHBIX
CPEICTB, MpeAeTbHbIC OTIYCKHBIE IICHBI TIPOU3BOANTENEH Ha KOTOPHIE HE 3aPETUCTPUPOBAHBI:

yKa3aHHBIX B myHKTax 1-37 npunoxenus 1, — ¢ 1 suBaps 2019 r.;

YKa3aHHbIX B MyHKTax 38—41 npunoxenus 1, — ¢ 1 mapta 2020 r.;

BKJIFOUEHHBIX B IT€pEU€Hb OCHOBHBIX JIEKAPCTBEHHBIX CPE/ICTB, 38 UCKIIIOUEHUEM YKa3aHHBIX
B IIPWJIOKEHUH 1, TIO3TAllHO B COOTBETCTBUU CO CPOKAMH  COTJIACHO TMPWIOKCHHIO 2,
3a UCKJIIOYEHUEM CITy4aeB, YCTAHOBIIEHHBIX B MOAMYHKTE 1.4 HACTOSIEro MyHKTa;

1.3. B TeueHHEe TpeX MeECAIIEB CO JHS Hayalla TEUEHUS CPOKOB, yKa3aHHBIX B a03arax
TPEThbEM M YETBEPTOM MOJIMYHKTA 1.2 HACTOSIIEro MyHKTa, JOMYCKAETCsl PO3HUYHAS pealn3alus
JIEKapCTBEHHBIX CPEACTB, Ha KOTOpPHIE 3aperUCTPUpOBaHA IMIpeleibHas OTIyCKHAs IIeHa,
IO 1IeHaM, C(OPMUPOBAHHBIM JI0 PETUCTPALIMH MIPeIeIbHONU OTITYCKHOM 1IeHBI;

1.4.B cnyyae BKJIIOYEHHS B IIEPEYCHb OCHOBHBIX JICKAPCTBEHHBIX CPEACTB HOBBIX
MEXIYHApOAHBIX HENAaTEeHTOBAHHBIX HAaWMEHOBAHHM MPOU3BOJUTENSAM ISl PETrUCTpaluu
MpeneIbHOW OTHYCKHON IIEHBI MPEAOCTABISETCS] CPOK MPOJOIDKUTEIILHOCTRIO TPH MECSIIa,
HE cuMTas Mecslla BCTYIJICHUS B CUJy HOBOM pEJaKIMH MEepeyHs OCHOBHBIX JIEKapCTBEHHBIX
cpeact. Ilocnme yka3zaHHOTO CpoOKa peanu3anus JEKapCTBEHHBIX CPEICTB 0e3 perucTparuu
MpEeEIbHON OTITYCKHOM II€HBI 3aMpeIIaeTCs;

1.5. MUHUCTEpCTBO  aHTUMOHOIIOJILHOTO  PETrYJIMpPOBAaHUS W TOPTOBIM  OIpPEAETSET
10 COTJIACOBAHUIO C MHMHHMCTEPCTBOM 3APAaBOOXPAHEHUS METOAMKY pacyera MpeaesbHbIX
OTITYCKHBIX II€H MPOU3BOIUTENICH Ha JICKApPCTBEHHBIE CPENICTBA. »;

MOJIYHKT 2.2 MyHKTa 2 UCKIIIOUYUTH;

B IPWJIOKEHHUH K 3TOMY Y Ka3zy:

B rpude cinoBo «lIpunoxkenue» 3ameHUTh ciaoBamu «lIpunoxenne 1»;

JIOTIOJTHUTD TIPHIIOKEHUE TEKCTOM CIIEIYIOIIETO COACPKAHMS:

«JlexapcTBeHHBIE CPEICTBA, MPEAHA3HAUECHHBIE [l IPOBEICHUS SKCTPAKOPIOPATHHOTO
OTLIIOIOTBOPEHUS
(MeXIyHApOIHOE HEMATEHTOBAHHOE HAMMEHOBAHNE)

38. MenoTponuH (4e10BeYECKU MEHOTIay3aJIbHBIN TOHAIOTPOITHH).
39. ®ommTponuH-aibda.

40. ®ommuTponuH-06eTa.

41. LleTpopenukc.»;

JIOTIONTHUTH Y'Ka3 MpHIoKeHUeM 2 (TIpuiaraeTcs).

[Ipunoxxenue 2

K Yka3y [Ipe3unenra
Pecniy6nmuku benapych
22.08.2018 Ne 345

(B pemakmnu Ykasa [Ipesunenta



CPOKHA

Pecniy6nmmku benapych
31.12.2019 Ne 499)

YCTAaHOBJIEHHSI 3alPeTa HA PeaH3aluI0 JEeKAPCTBEHHBIX CPEACTB, BKIYEHHBIX
B NepeyeHb OCHOBHBIX JIEKAPCTBEHHBIX CPEACTB, NMpeleabHble OTNYCKHbIE IeHbI
MPOM3BOMTEIEH HA KOTOPBIE He 3aPerHCTPHPOBAHBI

Cpoxu

TepaneBTquCKaﬂ noarpyitimna aHaTOMO-TepaHeBTI/I‘{eCKO-XPIMPI‘-ICCKOﬁ
KﬂaCCH(l)HKaHHOHHOﬁ CUCTCMBI JICKAPCTBCHHBLIX CPCJICTB

C 1 mapra 2020 1.

C 1 masn2020r.

C 1 urons 2020 r.

C 1 cenrs6ps 2020 r.
C 1 Hos10ps 2020 .
C 1 saBaps 2021 r.
C 1 mapra 2021 1.

C 1 mas2021T.

C01-C10
A02 -B01
B02 - B06, D01 — H02

HO03 - J05

JO6 — L02

LO3 — NO3

NO4 — P02
R0O1-V03






