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TBETCTBWS NMPOU3BOLACTBA JIEKAPCTBEHHbBIX CPEACTB
151Vl MPABUN HAEIJ,JT‘“ ALLIEV NMPOW3BOACTBEHHOW NMPAKTUKW
EBPA3UMINCKOIro SKOHOMMWYECKOIO COIO3A

Ne GMP/EAEU/BY/00406-2025 Q

~ Cpok neiictus ¢ 2 anpens 2025 r. no 1 anpens 2028 r.
c naxvm
eTa I/ICKOI/I

Bbinan nmo uToraM MNpoBEAEHHs (apMALEBTHUECKOH HHCHEKLMH B COO
npoBeJeH!s (GapMaLEeBTHUECKUX WHCMEKLUH, YTBEpXICHHbIMU PelieHu
3KOHOMMUECKOH KoMUccuu OT 3 Hos1Ops 2016 r. Ne §3.
MHUHHCTEPETBO 3apaBooxpaHeHus Pecry6uku Benapych

(HOHHOC U COKpALICHHOC HAUMEHOBAHUA YIIOJIHOMOYEC
MOIATBEPKIACT ClEeAYOLLEe:
nposezieHa apmalieBTHYeCKass HHCIIEKLUS

Balkanpharma-Razgrad AD / bankan asrp@&I[

(nonHOE HaMMEHOBaHHUE MPO J151) %
68 Aprilsko vastanie Blvd., R ;)p('),qgg}g ria /
OyJsibBap AMpeNbCKOro BOCCTaH 0, bonrapus

(anpec npouss NG
Ha OCHOBAHUH:

S ,
npukaza MUHHCTepCTBa 34paBOOXpaHEHUS &py% ot 14 deppans 2025 r. Ne 154 «O6
OpraHH3ally UHCTIEKTHPOBAHHUS. \Q)
Ha ocHoBanuu cBeneHuH, Nomy4eHHBIX T l'IpOB MM MHCTIEKTUPOBaHUS, MOCIEHEE U3 KOTOPBIX
6buto mpoBeneHo ¢ 31 mapra anpenss 2025 r., ycTaHOBJIEHO, YTO JaHHOE
dapmaLeBTHUECKOE nponsson@ CTByeT TpeGoBanusam  [lpaBun  Hamnexaiueit
MPOU3BOJCTBEHHON MPaKTHKH 7 (¢ OHOMHYECKOI'0 COr03a, SKBUBaJICHTHBIX [IpuHLMNaM u
PyxosoactBy EBponeiickoro JeXxalleil NpOU3BOACTBEHHON MPAKTUKE JIEKAPCTBEHHBIX
CPEICTB Ul MEAULIMHC BeTepyﬁ&Horo npuMeHeHus U npuHuunaM CuctemMbl COTpYAHUYECTBA
d)apmauesmqecxnx uii (P Q)‘S)
Hacrosmmii cepT CTaTyC NpPOU3BOACTBEHHOH IUIOLAAKH HA MOMEHT MPOBEACHUS
dapmaleBTHYe ” cneK U 1o ucteveHuu Oosee 3 JIeT OT JaThl MOCIEAHEro AHS MOCAEIHEro
nncnexmp@ne MO&G CYUTATBCS JOKYMEHTOM, CBUIETEIbCTBYIOLIHUM O CTaTyCe COOTBETCTBUS.
ceptdrkara MoKeT OBITb COKpAalleH IMPH HCMOJIb30BAHUM COOTBETCTBYIOLLIMX
npu pas pUCKaMH TpU HAJIM4MM COOTBETCTBYHOLIEW 3amuch o0 3TOM B Tmoje
«Orpa noxwmenwue 3aMETKH, Kacaroliuecs oO0JaCTH TNPUMEHEHUs HaCTOSILEro
ceptudu aTa>
Cepmtbmc J'IﬂeTCH JEHCTBUTEIBHBIM B Cllydae MPeICTaBlIeHHs BCEX €ro JIUCTOB (KaK OCHOBHBIX
JIKCTO Y JONOJHUTENbHBIX JIUCTOB).
lX}mocrb (MOAMHHOCTB) HACTOSAIIEro ceprTuduKaTta MOXHO IpPOBEPUTh B 0a3e JaHHBIX

AyT

o&r’repcma 3apaBooxpaHeHuss PecrmyOnuku  Benapych, pacnonokeHHOW 1O azpecy:
h\%s //minzdrav.gov. by/ru/dlya-spet51allstov/lekarstvennaya politika/inspektirovanie-na-sootvetstvie-
trebovaniyam-gmp.php (Peectp cemebHKaTOB GMP EABC)
Ecnu  ceprudukat He mnpeacTaBleH B yKasaHﬂou 6aze JAHHBIX, CJIeAyeT OOpaTUTbCs B
YTOJIHOMOYEHHBIH OpraH, ero Bbl;(aanu.
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1. HPOI/I3BOI[CTBEHHBIE OIEPALIMU — IEKAPCTBEHHA S I[TPOJIYKIIWSI

1.2 |HecTepunbHas MpomyKLus
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Ne GMP/EAEU/BY/00406-2025

[ JlekapcTBeHHbIe CPeACTBa IS MEAMLMHCKOTO PUMEHEHHS!
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1.2.1. HecrepuibHas npoayKuus (TEXHOIOTHUECKHE ONEPALMH /1S OJyYEHHs CIELYFOLINX
JIEKapCTBEHHBIX HOPM) :
1.4.1.1. PactuTesbHas NpoayKIus (MCIONB3YIOTCS aKTHBHbIE (JapMalleBTHUEC

Cy6CTaHLIMI/I, MOJIy4aCMbI€ U3 ChIPpbi paCTI/ITCJ'leOl"O HpOI/ICXO)K}leHI/IH)

1.2.2. Beinyckaromui KOHTpOJb KadecTsa (cepTudukaiys cepun)
1.5 |VYnakoBka

1.4 Hpoqax JIEKapCTBCHHAA NMPOAYKLHA WJIHU MPOU3ZBOACTBCHHAA ACATCIILHOCTD

1.2.1.1. Kanicynbl B TBepao# o6osouke
1.6.3. Xumuueckue (pusnueckue) UCTIBITAHUA

1.2.1.13. Tabnetku
1.5.1.1. Kancynel B TBep0ii 06010uKe

1.5.1.13. TabneTku
1.6.2. MuKpo6HOIOrMUECKHEe UCTIBITAHUS

1.5.1. IlepBuyHas yrnakoBka
1.5.2. BropuuHas yrnakoBka

1.4.1. TlponsBoacTso
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1.6 |KoHTposns kauecTsa
€Tpanuua 2 u3 2

o
O JlekapcTBEHHbIE TTPeNapaThl IS KIMHAYECKUX UCCeI0BaHUH (MCTIBITAHHUI)
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