MUHUCTEPCTBO
3IPABOOXPAHEHUA
PECITYBJIUKHN KA3ZAXCTAH

Ne 83-HK ot 20.03.2024

KA3AKCTAH PECITYBJIUKACHI
JEHCAVIJIBIK CAKTAY

MUHUCTPIIT] KOMHUTET MEJULIMHCKOT'O 1
» ®APMAIEBTHYECKOTO
MEIULAHAJTBIK JKOHE KOHTPOISL
GAPMAIEBTAKAJIBIK
BAKBLTIAY KOMUTETI
BYIWPBIK I[IPUKA3
Ne

AcTtaHa Kanacbl ropong Acrana

00 oT3bIBE PErMCTPALMOHHOIO YAOCTOBEPECHUSI M U3bATHH U3
oOpaleHus1 JIeKApCTBEHHOTo cpeacTa I'ogacan®, Tabdserku,
100 mr

B cootBercTBHM ¢ noamyHKTOM 7 ctathy 10 M moamyHkToM 7 myHKTa 1 crateu
259 Kopekca Pecnyonmuku Kazaxctan «O 310poBbe Hapoia M CHUCTEME
3paBooxpaHeHus’» U I[lpaBuinamMu NpPUOCTAHOBJIECHMS, 3alpeTa WIM HU3BIATHS W3
oOpaimieHust MO0 OrpaHUYEHHUsS TNPUMEHEHMsI JIEKAapCTBEHHBIX CpPEACTB H
MEAMIMHCKUX W3AENUi, YTBEPKACHHBIMU MPUKA30M HCIOIHSIOMIET0 00sS3aHHOCTH
Munuctpa 3apaBooxpanenus Pecriyonuku Kazaxcran ot 24 nexadps 2020 roga Ne KP
JICM-322/2020 (3apeructpupoBad B PeecTpe TrocyaapCTBEHHOW perucTpaiyu
HOPMAaTHBHBIX MPaBoBbIX akToB Ne 21906), IPUKA3BIBAIO:

1. OTo3BaTh pETUCTPALMOHHBIE YJIOCTOBEPEHHUS U U3BATH U3 OOpalleHUs
JIEKapCTBEHHBIE CPEJICTBA:

- l'opacan®,Tadnerku, 100 mr, PK-JIC-5Ne020249, npoussoautens Dr. Pfleger
Arzneimittel GmbH, I'epmanus;

2. VYmpaBiaeHUI0 TOCYAApCTBEHHBIX YCIYr B cdepe ¢dapmaneBTHIecKon
nesteapHocTH  KomuTeTta MEOUIMHCKOIO U (apMaleBTUYECKOTO  KOHTPOJIS
MunucrepctBa 3apaBooxpanenust PecnyOnuku Kazaxcran (manee — Komwrter) B
TEYEHUE OJIHOTO KaJEHIApPHOrO JHS CO JIHA MPHUHATUS HACTOSIIET0 pEeIeHus,
U3BECTUTH B MMCbMEHHOM (ITPOM3BOJIBHON) hopMe TEPPUTOPHAIIbHBIE TTOAPA3ICICHUS
Komurera, Bagenba perucTpallMOHHOTO yI0CTOBEPEHMS JIEKAPCTBEHHBIX CPEICTB U
rOCy/apCTBEHHYIO AKCIEPTHYIO OpraHu3alrio B cdepe oOpalleHus JeKapCTBEHHBIX
CPEACTB U MEIMIIMHCKUX M3JCNIHM (J1aliee — DKCIepTHAs OpraHu3aius).

3. DKCHepTHON OpraHU3aIliN

1) B reyenue 1 (oaun) pabodero JHs CO JHS MOJTyYeHUS HHPOPMAIIUU O JAHHOM
pemieHnH B cooTBeTCTBUM ¢ MyHKTaMu 10, 11 IIpaBun npoBeneHNs: OEHKU KayecTBa
JIEKAPCTBEHHBIX CPEICTB M MEAMIIMHCKUX HW3ACNIHUM, 3aperMCTPUPOBAHHBIX B
PecniyOnuke Kazaxcran, yTBEpkKACHHBIX NpHKa3oM MUHHCTpa 3ApaBOOXpPaHEHUs
PecnyOnuku Kazaxcran ot 20 gexabps 2020 roma Ne KP JACM-282/2020
(3apeructpupoBad B Munuctepcte roctuiuu Pecriyonuku Kazaxcran 22 gexaOps
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2020 roma Ne 21836) (mamee — IlpaBuna), 0TO3BaTh MACHCTBUE CEPTUPHUKATOB
COOTBETCTBHUS IPOIYKIINH, BEIITAHHBIX HA JIEKAPCTBEHHbBIEC CPEJICTBA.

2) OdopMuTh perieHre 00 0T3bIBe cepTU(HHUKATA COOTBETCTBUS MPOIYKIIUHU T10
dbopme cornacHo npuinoxkeHuto 1 k [IpaBuiaM, 1 BHECTH COOTBETCTBYIOLIUE 3aMUCH B
MH(OPMAIMOHHYIO CUCTEMY SKCIIEpTHOM opraHu3anuu U B ['ocy1apcTBEHHBIN peecTp
JIEKapCTBEHHBIX CPEJICTB U MEAUIIMHCKUX U3JICTIUH.

4. TepputopuaibHbIM Nopa3zaesieHusM Komurera B TeUeHHe OJHOTO paboyero
JTHSL CO JTHA MOJTy4YeHUsl HH(OPMAIIMU O JAHHOM pElIEHUU 00eCIIeUUTh:

1) u3BemeHue (B MHCBMEHHOM MPOM3BOJLHON (hOpME) MECTHBIX OpPIraHOB
rOCyJapCTBEHHOIO  YIpaBJEHUS  3PABOOXPAHEHHEM  OOJIACTEH,  TOPOJOB
pEeCIyOJIMKAaHCKOTO 3HAYEHUSI U CTOJUIIBI, JAPYTUE TOCYAapCTBEHHbLIC OpraHbl (MO
KOMIICTCHIINH );

2) pa3MelIeHUE B CPEICTBAX MACCOBOM MH(OpMALINH.

5. CyObekTy, UMEIOIIEMY B HAJIMUMU cepuio (MapTHIO) WK cepuu (MapThH)
MPUOCTAHOBJICHHBIX, 3aMPEIICHHBIX WU OTPAHUYCHHBIX K HPUMEHEHUIO, pealiu3alun
WIN TPOU3BOJICTBY, WM TOAJEKAIIMX HU3BATUIO M3 . 00palIeHUs JIeKapCTBEHHBIX
CPEACTB U MEOUUMHCKUX H3HENHI, B TEUCHHUE ISITH KaJICHAAPHBIX IHEH CO IHSA
MOJIyYCHHUS] ~ yBEJAOMJIEHHS O  HEOOXOAMMOCTH -~ MX  BO3BpaTa, HAalpaBUThH
TEPPUTOPHAIIBHOMY TOAPA3ICICHUI0 COOTBETCTBYIONIYI0O MH(POPMAIIUIO O BO3BpaTe
MIPOU3BOIUTEIIO, TUCTPUOBIOTOPY C MPUIIOKEHUEM MOATBEPKIAIONINX TOKYMEHTOB.

6. KoHTpo:b 3a MCIIOJIHEHHEM HACTOSIIECTO MPUKa3a BO3JIOKUThH Ha 3aMECTUTEIS
npencenarens Komurera KenxxexanoBy A.0K.

/. Hacrosmuii npuka3 BCTYNA€T B CWJIy M BBOAUTCS B JCHUCTBHE CO JHS €T0
MOAUCAHUS.

Ocnosanue: mucbmo Dr. Pfleger Arzneimittel GmbH ot 28 despans 2024 rona
Ne08/24.

IMpeacenaress Komurera MeAMIIMHCKOTO

U (papMalEeBTUYECKOT0 KOHTPOJIS

MuHucTepcTBa 3/IPABOOXPAHEHMS

Pecnydsmku Ka3zaxcran H. UckakoB

CoriaacoBaHo
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20.03.2024 14:26 UcmyxametoB Acer KyanmpikoBud
20.03.2024 14:26 Tynemos K.A.

20.03.2024 15:18 KemxkexanoBa Amnmaryis JKyMaxaHoBa
20.03.2024 16:08 Kabnenos Anumiep Kaiiparosuu

Hoanucano
20.03.2024 17:34 VckakoB Hypran 3aiikenryirbr
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