RS
QXCSAAY
e
S S
2 TR0
il

i
R U

S

i RS
il NG

X

RO
I
“‘0.1.'.', AR -

R

W
0
S

S %

82

e

56‘0:0:0’0'
3

LA
QY “‘0&/

R NS
N EZENA
oo
SR S

RN

SOOI

EBPA3UINCKWA DKOHOMWYECKUIA COIO3 S
MWHWUCTEPCTBO 3[1JPABOOXPAHEHWSA PECMYB/INKU BEJIAPYCb

COOTBETCTBUsI MPOU3BOACTBA NEKAPCTBEHHbDIX CPEACTB
TPEBOBAHWUAM MPABUJT HAOJIEXXALLEEW NMPOU3BOACTBEHHOW NMPAKTUKWU
EBPA3INCKOro 3KOHOMUWYECKOIO COKO3A

: Ne GMP/EAEU/BY/00405-2025 Q
Cpox petictus ¢ 17 suBaps 2025 r. no 16 aupaps 2028
BbigaH 1o #roraM MpoBeleHHs (dapMaleBTUUECKOW HMHCIEKUMH B CQOTBE uc
nposefeHus (GapMaLeBTUYECKUX HMHCTIEKUMH, yTBEPKAEHHbIMU PeleHieM BCT&

3KOHOMHYECKOi KoMKccHHu OoT 3 HOA6ps 2016 1. Ne 83.

MunucTepcTBO 3apaBooxpaHenus PecryGiriku benapych ,,\\Q
raﬂa&u'

LRSS

(HOHHOC M COKpallCHHOC HAUMEHOBAHHUA YTTOJIHOMOY,

NOATBEPKIAET CleayoLIee:
npoBezieHa hapMmalieBTHYeCKas UHCIEKLIUS

PIERRE FABRE MEDICAMENT PRODUCTIO a6p(MgHKaMeHT ITpopaxiuin
(noiHOE HAMMEHOBAHUE

T )
Progipharm, Rue du Lycee, 45500, Gien, France/ I1 . P;g@lnce, 45500, XKuen, Opanims

Ha OCHOBaHHUHU: QS s
npukasa MuHKCTepCTBa 31paBooxpaHeHus b KU @(mpycs ot 23 nexabps 2024 r. Ne 1681 «O6
OpraHu3aLy UHCIICKTUPOBAHH». % NS

P @/II/I MHCIIEKTUPOBaHHUs, MOCJIEAHEE U3 KOTOPBIX
O

Ha ocHoBaHMHM cBeIEeHUH, OTY4YEHHBL
6bino mposeneHo c¢ 13 sHBaps 5 sHBaps 2025 r., yCTaHOBJIEHO, YTO JaHHOE
(apmanieBTHYECKOE  TIPOU3BO, c
TIPOW3BOACTBEHHOM npamm@
a

poB
no
%fCTByeT TpeGoBanusmM  [lpaBun  Haanexaiiei
v oig_ OHOMMYECKOI'O COHO3a, SKBUBaJICHTHbIX [IpvHLIMNAM 1
PyxoBonctBy EBponeiickorg c noxga Jiexalieid MpPOU3BOACTBEHHON MPAKTUKE JIEKAPCTBEHHbBIX
CPEJCTB Ul MEAULIMHCKOrO HBeTep HOro MpUMeHeHUs U npuHUMNnaM CHCTeMbl COTPYAHMYECTBA
(dapMaleBTHIECKUX it ( ). : '
Hacroauwmii cepryduxa ow CTaTyC TPOW3BOACTBEHHOHN IUIOMIAAKA HAa MOMEHT MpPOBEACHUS
cn

X
S
&
3
o>
XS
K2

(bapMaueBane U MO UCTeUueHuu OoJiee 3 JIET OT AAThl MOCAEJHEr0 OHS IMOCIECAHEr0
HWHCTIEKTHPO cM CUYHUTATBHCS JOKYMEHTOM, CBUICTEJIBCTBYIOLIMM O CTATyCC COOTBECTCTBUA.
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Cpok e ceprdpykaTta MOXeT ObITh COKpallleH TPU MCIHOJIb30BAHHH COOTBETCTBYIOLIMX

p npas S pUCKaMW MPH HAIMYAM COOTBETCTBYIOIIEH 3anmucu 00 3ToM B ToJie
n

pTH

n
« 4eHHs MNM ~TIOACHUTE/IbHbIE 3aMEeTKH, Kacaollhecs 00JacTH NPUMEHEHHsS] HACTOALIEro
ce ara {3
Cep’mdn:l nseTcs ACHCTBUTENBLHBIM B Cily4yae MPEICTABICHHUS BCEX €ro JIMCTOB (KaK OCHOBHBIX
JINCTOB 1 JIOIOJIHUTENBHBIX JIICTOB).
AyT‘ HOCTh (MOAJIMHHOCTB) HACTOSIILEr0 cepTU(UKATa MOXHO IMpPOBEPUTH B 0ase JaHHbIX
ucTepcTBa  3apaBooxpaHeHus  PecnyOnuku  Benapych,  pacrnojiokeHHod  no - anpecy:
tps://minzdrav.gov.by/ru/dlya-spetsialistov/ lekarstvennaya-politika/ insp@dirovaniema—sootvetstvie-
rebovaniyam-gmp.php (Peectp cepruduxaros GMP EADC). =
Ecnu  ceprudukar He NpeACTaBieH B a3aHHOM ", 0a3e JaHHBIX, CjeayeT oOpaTHUTbCS B |—
YTOJIHOMOYEHHBII OpraH, ero BbIAaBLINIA
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Ne GMP/EAEU/BY/00405-2025

JlexapcTBeHHBIE CPeCTBA U1 MEULIMHCKOTO NIpUMEHEHHUs

TaHUi)
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1.2.1.6. XKuzkue nekapcTBeHHble (HOPMBI V15l BHYTPEHHEr0 NPUMEHEHHA

1.2.1.13. Tabnetku
1.2.2. Boinyckaomuii KOHTpoJIb KadecTBa (cepTUduKaLys Cepun)

1.2.1.1. Kancynbl B TBepaoH 060J104UKe

nekapcTBEHHBIX GopM)

1.3.1. Buonoruueckas JeKapcTBEHHas POAyKLMs

UCTOYHHKOB)

hd

1.4.1. TIpOH3BOACTBO:

OGCTaHLMH,

THYECKHUE CY

MOJTy4aeMBbIe U3 ChIPbS PACTHTENBHOTO POUCXOK/L

1.5.1. Tleppruna .yliaKQBKa

= " ==
BH}”I@HCI‘O MpUMEHeHUs

1.5.1.13. TabneTku

WenbiITaMi: MHKPOBHOIOTMYECKas YUCTOTA

eCKUE)MCTIbITaHUs

1.6.2. MHKp06nondru
1.6.3. XMMqucxneA

s WTK TIOACHUTENBHBIE 3aMETKH,
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3 |buonoruueckas JiekapCcTBEeHHas MPOAYKUHS
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VT «Bymaxnas pabpuka» lo3Haka, 3ak. 13

X

818-2022.




