
EBPA3L'1VICKL'1VI 3KOHOML'14ECKL'1VI coios 

ML'1HL'1CTEPCTBO 3APABOOXPAHEHL'1SI PECnY6J1LtlKL'1 6EJ1APYCb 

.N'!! GMP/EAEU/BY/00295-2024 

Cpox .udi:cTBIDI c 28.09.2023 no 27.09.2026 

(nOJJHOe Ha11MeHOBam1e npOI13BO,lll1TeJJ.sJ) 

Vanapere tee 3, Pringi kula, Viimsi vald, 740 1 1  Harju maakond, Estonia 

NQ 0 0 0 0 1 0 8  
CTpaH11ua 1 113 2 

COOTBETCTBLtl.SI nPOL'13BOACTBA JlEKAPCTBEHHblX CPEACTB 
TPE60BAHL'1SIM nPABLtlJl HAAJlE)l{AIJ..\EVI nPOL'13BOACTBEHHOVI nPAKTLtlKLtl 

EBPA3L'1VICKOro 3KOHOML'14ECKOro COI03A 

(azrpec npOI13BO,llCTBeHHOH OJIO!lla)lKH) 

Ha OCHOBaHHH npHKa3a MHHHCTepcTsa 3.[(pasooxpatteHIDI Pecny6rr11K11 Eerrapyco 
OT 22.08.2023 N2 1219 «06 opraHH3aI.J,HH HHCneKTl1pOBaHH51». 

Ha OCHOBaHHH CBe.[(eHHH, rtonyxeaasrx npH nposeneana HHCfleKTHpOBaHH5I, nocnennee 113 
KOTOpbIX 6bmo npoaeneao c 26.09.2023 no 28.09.2023, ycraaoaneuo, l.[TO naanoe 
cpapMau,eBTI{l.[eCKOe npOH3BOACTBO COOTBeTCTByeT TPe6osaH11.51M ITpaBHJI nannezcauteli 
npOH3BO.[(CTBeHHOH npaKTHKH Espa3HHCKOro 3KOHOMH'IeCKOro COJ03a, 3KBHBaJieHTHblX IlpHHI.J,H.llaM 
11 PyKoBO.[(CTBY Eeponeiicxoro corosa no nanneacamea npoH3BOACTBeHHOtt npaxruxe 
JieKapCTBeHHblX cpe.D,CTB AJI51 MeAHQHHCKOro H serepnaapnoro npaveaenns H npHHU.nITaM 
C11cTeMbI COTPY.UHHl.[ecrna cpapMau,esrnl.[eCKHX HttcneKu,1111 (PIC/S). 

HacT051W:HH cepradiaxar OTPa)KaeT craryc npoH3BOACTBeHHOli nJIOW:aAKH Ha MOMeHT 
rrposenenaa cpapMau,eBTH1-1ecKoi1 11ttcneKI.J,.1111 K no ncresenaa 6oJiee 3 rrer OT .uaTbI nocnezraero AH51 
nocnezmero HHCfleKTHpOBaHH.H' He MO)KeT C'lHTaTbC51 AOKyMeHTOM, CBHAeTeJibCTBYJOW:HM O craryce 
COOTBeTCTBH51. Cpox .n,ettCTBH51 cepradnucara MO)KeT 6bJTb coxpamen npH HCfIOJib30BaHH.H 
COOTBeTCTBYIOW:HX npHHI.J,HnOB ynpasneaaa pHCKaMH npa HaJIHl.[HH COOTBeTCTBYJOW:ett 3afIHCH B 
none «Orpaiurseaaa HJIH n051CHHTeJif,Hbie 3aMeTKH, Kaca10w:11ec51 o6JiaCTH npHMeHeHH51 
nacroauiero ceprudmxara», 

CepTHq>HKaT 51BJI51eTC51 .n,eHCTBHTeJibHbIM B cnyxae npe.n,CTaBJieHH51 scex ero J1HCTOB (KaK 
OCHOBHblX JIHCTOB, TaK H .[(OnOJIHHTeJTbHblX JIHCTOB ). 

AyTeHTHl.[HOCTb (no.uJIHHHOCTb) nacrosuiero ceprndnncara MO)KHO nposepHTb B 6a3e naunsrx 

MHHHCTepCTBa snpaaooxpanenna Pecny6JIHKH Benapycs, pacnonoaceaaoti no anpecy: 
https://m inzdrav. gov. by/ru/ d lya-spetsial istov /lekarstvennaya-po I itika/i nspektirovan ie-na- 
sootvetstv ie-trebovan iyam-gm p. php (Peecrp cepradinxaros GMP EA3C). 

Ecnn cepradnncar He npencraanea B yKa3aHHOH 6a3e namrstx, cnenyer o6paTHThC51 B 
ynoJIHOMOl.[eHHhIH opran, ero BhI.[(aBUIHH. 

BbI,UaH no HTOraM npoBe,UeHH51 cpapMau,eBTHqecKOH 11.HCfleKI.J,HH B COOTBeTCTBHH 
c Ilpasanaaa nposeneaas cpapMau,esT11qecKHX nncnexunsi, yTsep)K)],eHHhIMH Pemeanea Cosera 

Espa:mHCKOH 3KOHOMaqecKOH KOMH.CCHH OT 3 H0516p51 2016 r. N2 83. 
Maancrepcrao anpaaooxpanenaa Pecny6n11K11 Eenapycs nonrsepzcnaer cnenyiouree: 

nposeneaa cpapMau,eBTw-1ecKa51 HHCIIeKQH51 
PhannaEstica Manufacturing OU 
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