CEPTUOUKAT
COOTBETCTBUS MMPOMBIHIJIEHHOI'O IIPOU3BOJICTBA
JEKAPCTBEHHBIX CPEJICTB TPEBOBAHUSIM
HAUIEKAIITEHN TIPOU3BOACTBEHHOM IPAKTUKH

Ne 0316/2026/GMP
Cpok nefictaus ¢ 10 despans 2026 r. no 9 deepans 2028 .

Beinan no wutoram npoBesieHMs WHCTIEKTUPOBAaHHA ((hapMaLEBTHUECKOH WHCHEKUWH) B
coarsereTBHM ¢ TlonoikeHHeM O MOpS/IKE M YCNIOBHSX MHCMEKTHPOBAHMA ((apMaleBRTHUYeCKO
MHCTICKILMH ) NPOMBILUACHHOrO MPOH3BOICTEA NEKAPCTBEHHBIX CPEICTB HA COOTBETCTBHE TPEGOBAHUAM
Hannexameidl npousBoACTBEHHOM NpakTMKM. yTBEpPKIEHHBIM MOCTAHOBICHUEM MunucTepersa
3npasooxpatenns PecnyGnuku benapycs ot 18 nosGps 2020 r. Ne 102,

Munueteperso 3npasooxpanenns Pecny6anky Benapycs

(MOTHOE 1 CORPANICHHOS HAUMEHNBAHKHS VITOTHOMOYEHHOT O oprada)
NOATBEPIKAALT ClEAYIOLIEE:
nposeaeHa GapMaieBTHIeCcKas MHCTEKIMA
pecnyOnHKaHCKOro YHUTaPHOTO NPOM3BOACTBEHHORO npeanpuatha « BEJIMETTIPETTAPATEI»

(MOAHOS HAMMEHOBAHTS OPOHIBOAHTCTA)

PecnyGiuka benapycn, Burebekas o6in., BeineHkoBHyCKH# p-H, 111, bewenkornun, yi1. Crpoureseid, 3 (nex No 12)

(a3pec NPOH3ROACTBEHHOMW NAOIIATKH)

Ha OCHOBAHWM:
npukasa MuHKCTEPCTBa 3ApaBooxpaHenns Pecry6anku benapyck ot 2 nekaGps 2025 r. Ne 1468 «O6
OpraHu3allik HHCMEKTUPOBAHHY.

Ha ocHoBanuy CBeneHMiL, MOTy4eHHBIX TPH NpoBeseHHH WUHCNEKTUPOBAHHA, NOC/eqHee W3

KOTOpbIx Obi0 npoBeseHo co 2 (espansa 2026 r. no 10 despans 2026 r., VCTAHOBAEHO. UTO daHHOE
(hapMaLeBTMYECKOE MPOM3BOACTBO COOTBEICTBYET Tpeborannam Hannexauieil npoussoacTBeH O
NPakTHKW. SKBHBANEHTHOU [lpunumnam u Pykosometey Epponeiickoro comsa mo Haliexamed
NPOM3BOACTBEHHON MPAKTUKE JIEKAPCTBEHHBIX CPEACIB /1 MEIHUHHCKOrO M BETEPHHAPHOTO
NpHMeHeHns 1 npuHumnam Cuctembl coTpyaHutecTsa (hapmalieBTHYECKHX HHEeKLmMH (PIC/S).

Hactosumii  ceprudmkar oTpakaeT craryc NpoM3BOACTBEHHONH RAOWALKM HA MOMEHT
NpOBEAeHIs (papMaLeBTUUYECKOH MHCTIEKLMK H TIO HCTedeHnH Goiee 3 JIeT OT AaThl NOCAEIHEro AHs
MOCACHEIO MHCNICKTUPOBAHKA HE MOMKET CHMTAThCS JOKYMEHTOM. CBHIETENLCTBYHIMIMM O CTATyCe
coorsercTeid. Cpok  aelcTBHA cepruHKaTa MOMKET ObITb COKPAIGH NPH  MCMOIB3OBAHHU
COOTBETCTBYOUIMX MPUHUMMAOB YTIPABIEHHSA PUCKAMK IPH HATHYHK COOTBETCTBYOLIEH 3aruicH B noje
«OrpaHu4eHHs MK TOACHUTEAbHBIE 3aMETKH, KacalollMecs 06nacTy NPUMEHEHHS HACTOSLUEro
ceprudukatan.

CepTudnKkar ABNAETCA IeMCTBUTENLHLIM B CIyuae MpeACTABJEHHS BCEX €ro JIMCTOR (Kak
OCHOBHbIX JIKCTOB, TAK W IONOJHUTENbHBIX TUCTOB).

AYTEHTHUHOCTb (MOMMHHHOCTD) HACTOSWIEro CepTH(UKATA MOJKHO NPOBEPHTL B 0a3e JaHHBIX
Munnctepetsa  3apaBooxpanenns  PecryGinku benapyce.  pacnonoseHHoH no  ajpecy:
hitps: 'minzdrav.gov.byv/ru/dlva-spetsialistov/lekarstvennaya-pot itika‘farmatsevticheskiv-inspektorat-
ministerstya-zdravookhraneniva/index.php,

Ecnu ceprudukar ne npencrtasnen B ykasaHHOH Gase AaHHbBIX. cinenyer o0patuTecs B
YTNOAHOMOUEHHBIH OPraH. ero BbIAABLLHIA.
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CEPTUOUKAT

Ne 0316/2026/GMP

- JlexapeTeenHbie cpeacTsa 115 MeIHLIMHCKOrO TPUMEHEHHS!
| M JlexapcTeeHHble MpenapaThl s KIMHHYECKMX HOCe10BAHMN (MCrbITaHH)

Koa | Hanmenosanue

1. IIPOU3BOJICTBEHHBIE OTTEPALIMM - TEKAPCTBEHHA [MPOAYKLIM S

1.4

-CrepwiibHast IpoayKuus

-~ 1.1.1. Ilpousronumas B acenTuueckux ycnoBHsx (OrepaLiu 00paloTkH s ChenyIommx
JIEKAPCTBEHHBIX (Gopm):

LI .13, Jnodunusare

| 1.1.3. Beinyckaroumii KOHTpob KadecTsa (BBITIYCK CepHu)

. bronoruueckas nekapereennas ApogyKiHs

2 ~ a g 1 5 -
. 1.3.1. Bnonoruueckas NEKAPCTBEHHAN MPOLYKLIHA:

. 1.3.1.6. TlposyKums, BeINe/CHHAs M3 KMBOTHBIX MCTOYHHKOB WAH opraHos (TkaHei)
| YefoBeKa

. 1.3.2. Beinyckatomuii kontpons (ceprudukarnis CEPUU) (MEPEUeHb BUIOB MPOAYKLMHK):

: 1.3.2.6. Tlponykims, BhAeNeHHas M3 JKHBOTHBIX HCTOUHUKOB KN OpraHoB (TKaHel)
| YenoBeKa

ﬂpoq&ﬁ JIEKapcTBeHHasa NPoOayKUHS WK NPOU3BOACTBEHHASA NSATENbHOCTD

1.4.3. Tlpoyee:
 XpaHeHHe  Matepuanos M npoaykuuu: ButeGckas ofin., BelleHKoBHUCKMI  p-H.
' r.n. BeueHkoBHuM, viI. Crpownreneid, 3: r. Mutck, Betonusiii npoesn, 7/1. 7/6-2. 7/6-4.

711, 712: mep. Dadpuumyca., 3/6: yn. ®abpuimyca. 30: yn, Maskosckoro, 1/6. 1/20. 1/22: |

| KOMTponb KkauecTBa: BureBekas 06n.. bemenkosuucknii p-n. r.n. Bemenkosuum,
'y Crpouteneit. 3: r. Mumck. ya. ®abpummyca, 30: nep. @abpuumyca. 3/14:
| ya. Maskosckoro, 1, 1/10:

| BLIMYCKAIOUMH KOHTPO/Ib KadecTBa (ceprudukams cepun): r. Munck, yi1. Gabpuimyca.

| 30: ya. Maskosckoro, 1.

T

. Kourpons kauectsa

| 1.6.1. MukpoGHonoruieckue HCHBITAHMS: CTEPHABHOCTD

| 1.6.2. MUKpOGHOTOrHUSCKHE HCTTBITAHHUS: MUKPOOGHOMOrHUECKas YHCTOTa

1.6.3. Xumuueckue (pu3Hyeckne) HCTIbITAHKS

1.6.4. buonoruueckue HCnbITAHKUS

OrpaHuyeHHs HITH NOSCHHTENbHbIE 3AMETKH.
Kacarouuecs 0daacTi npuMeHeHHs cepTudukara:

Ielcreue AaHHOro CG]D‘I‘-HClJHKaTa pacnpocTpaHsaeTea Ha MPOM3ROACTBO JICKapCTBEHHBIX CPENICTB B
|

| tiexe Ne 12 (y4acToK Mo MpoM3BOACTBY NEKAPCTBEHHBIX npenapaTos);
|
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CEPTUOUKAT

WMCETCA ). A0JAHOCTL CAY ARall€io)

8 mrona 2026 r.
{7dra NOANHCAHHE )

Craporoiitos A.T..
3aMECTHTENb

MHuHHCTpPa 3ApaROOXPAHEHHS
Pecny6nuku Benapycs
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‘GMP (110 pesysibTaTaM MHCHEKTUPOBAHHS).
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