CEPTUD®UKAT AHANU3A

AKBAIAH, KPEM 100 I

Cuna geicTBuA/aKTMBHOCTD
Ynakosxa

Homep cepuu

Paamep cepnu

Nata npou3soacTea

CpoKk roasocTH

CTpana-npou3BoanTens

PeructpayuonHoe cBUAETENLCTBO

lpouasoavrens

Jlvuensus npokssoiCTBEHKHOIO YHacTKa

CepTuchvkaT cooT8eTCTBUR NPOU3BOACTEAE NEKapCTBEHHLIX NPENapaTos
Tpeboeanuam GMP

Ycnosus xpaHerun

Howmep npogykra

HaumenosaHue nokazameneii Tpeboeanus creyupurkayulu
BHewMui sua ynakosku CooTagrcteyer obpasuy
BHELWUHRA BYf, COARDKAHWA Benbift 0AKOPOAHBIFE KpeM

i
1(1)

1887676
8820 yn.
13.01.2020
01.2023

PUHNAHAWA
Neg02-123-20-3/39986
Opwon Kopnopeliwn, Opuonuntue 1, 02200 3cnoo, DurnsHAus

Mpu KoMHaTHOI TemepaType He Beiue 25 °C

153464
Memodk: koHmpona Peaynbmamb!
ucnsimanul
CMN dupme: CooreercreyeT obpasuy
CI chupmsl Besntbii 0AHOPOAHBIN
Kpem

HacToaw M NoATESPKAAI, YT BLILEYKASAHHARA UHROPMALUA RBNRETCH 4OCTOBEPHOA 1 TouHoh. [lannas cepun npoaykrs Buina npoussegera
(8knO4an YNakoBKY/MapkmpoBKy) ¥ NpowWna KOHTPONb KAYECTBA Ha BbILSYNOMAHYTOM Y4aCTKE B NOAHOM COOTBETCTBMM C TpebomaHuamMu
Hapnexawen lNpowssoacteennoid TMpaktuke (GMP), YCTEHOBABHHLIMKM MECTHLIM PErYRATOPHLIM OpraHOM, a TaKKe B COOTBETGTBUKM CO
creunukauuamm, NPeACTaBNEHHLIMU B PEFUCTDAUKOHHOM A0Cke CTPaHEI-MPONIBCAUTENA.

MpoToKONsl NPOU3BOACTAA, YNAKOBKIF It aHANUA0B BN NepecMaTpeHkl ¥ YCTaHoRAEeHo cooteaToTave GMP.

Orioit Gorporation

Cenical adminisiration: Reprasantativa office in Kiev
Postal address Visiling address Business Center

P O Box &5 Grionintie 1 Tal +358 10 4261 3, Sholudenike Str, office 309
G2101 [spoo Espoo Fax +J58 10 426 3615 04118 Kiav
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Orion Pharma
Orion Gorporatlon

Yol +380 44 230 4721
Fax #3B0 44 2304722
E-mail: infe@oriongharma com va n l ﬁ M




MIHICTEPCTBO OXOPOHH 30POB'SI VKPATHH
AEPIKABHA CAHITAPHO-ENJIEMIOJOTTYHA CIIY/KBA

MinicTepeTBo 0 ) il
inicreper t::gﬁ?: ::D:ioponn VEpaiun 3ATBEPUKYIO

M. Kuie, gyn. T'pymercexoro, 7
(wicneInasnysenia)

Ten., dake: 253-94-84; 559-29-88

ronoBHOro AEpPXMasHoro
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BucHOBOK JepKaBHOT CAHITAPHO-EMIACHMIO.T KCnepTH3H
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3sosomyiounii kpem Axsaaan Jl (Aqualan L)
(06 cir exenepni, sproTosnenid y eianosiamocti TV, ICTY, FOCT)

Kon VKT3EJT: 3304990000

(xom s JIKITT, wop o YEKT3E]L, aprueyn)

Koemerirmnii 3aci6 s 101714y 3a WKipoo HACeNeHHAM ¥ nofyTosix ymorax.Peanizania uepes ontosy ta posnpibuy
TOPIOBE/LII Mepeski

{cdepa 3ncTooVRaHNA Ta peaniaanll 08 FkTa EXCTEPTHA)

Opion Kopropeiimn OPIOH @APMA, @innguais, Opionintie 1, 022000 Ecnoo, Tea: + 358 10 4261

(Kpaiva-pHpoGHIK, a0pced, MICLUCINAXONAREHHR, Tenedor, bake, E-mail, WWW, ko €IIMTIOY)

Opion Kopnopeiiwn OPIOH GAPMA, ®ivnsnnis, Opioninrie 1, 022006 Ecnoo, Tex: + 358 10 4261, kon: 0112263-5

{ aaamiuk, anpeca, sicnesnaxomzen, 1enedon, dawe, E-mail, WWW, xox €JFI0Y)

LkcnepTiiza BHKOHYETLCS HA JOKOHTPAKTHOMY erani
(A Npo KOITPAKY W nocTatianin o0 exia erciepTHIN B Y Epainy)

Q6'ckT ekenepTiian BiNOBIIAE BCTAHOBIEHIM MEAMHIM KpurTepisy Gesnexn / nokasuikam: pernamentosaiimy ACanlTiH
2.2.9.027-99 "CauiTapHi npariia i Hopau DE3MEKN MPOLYKLIT nappyMepHO-KOCMEeTIf IHOT NPOMHCIOBOCTI" (32 pe3ynbTaTasi
AHATIRY JOKYMCHTALIT, OLIHKN PH3HKY A4 300POB'a HACENeHNA Ta NOCTILKEHHRA 3pa3ka 00'eKTy ekcnepTiau): [naexc wikipio-
nozpasHioswibHoT 41T 0 Ganis. Mikpobionoriuni nokasinxn npoysuil: xinsxicts MAMAM ne Ginsuie, vik 1000 KYO/r
Kinbkicts Apisukis i miicHABux rpndip e Ginvwe, niz 100 KYO/r; Gaxrepil cim. Enterobacteriaceae - sincyti B I rj
§.aureus - sipeyrui s 1 r; P, acruginosa - izcytip |

HeobxiaHIMIT YMOBAME BHKOPHCTAHHA / 3aCTOCYBaHA, 30epiranHs, TPAHCNOPTYBAHHA, YTIUIZANIT, SHHILEHHS C: JIOTpHAaIIH
KCTAHOBNCHIX 32 PEIYNBTATAMH AOCIKENIU! HAJAHOTO 3pa3ka MEMIMHUX KpUTEpin Geanex/noKa3HiKi; A0TPHMAS
pusor 3Gepiranna | TpancnopTysanta arinHo JACTY 5010:2008 (3Gepiratots B 3aKpHTHX CKAAACKKHX NPHMIlEEHHIX B
onaKosaHHi BUPOGHIKA 32 TEMICPATYPH HE Hitkye, Hixk 5 °C Ta ue siue nix 25 °C. Tlpoaykuito nin uac 3depiranus ne MoxHa
nianasati GesnocepeHLOMY BINHRY COHSYHOrO nponinyg. He no3poneno 30epirati npoAykuio a sigerani sexue, nix 0,5
M BIJL BIMKHCHIX ONa/MOBANLHUX NpHIaLin).

3sinbHeHy Bifl yMiCTy YNakoBKY YTHAI3YIOTh Ak noGyTOBi BiaX04M,

3a pesyasTaTamu aepwasHol caniTapno-enigemionoriunol excnepridn 06'ckT exenepTHsn "3B0A0KY 0N Kpem
Axpanan JI (Aqualan L), 3a #aasns 19a9nH11<oM 3pa3koM BiANosizae BHMoram Aiouoro cadirapuoro
JAKOHOAABCTBA YRPAin i 33 yMOBAMH AOTPHMAHNS BIIMOT NLOTO BHCHOBKY MOKe GyTi BHKOPUCTAHNI B 3asBACHHIi
cthepi 3acTOCY BAHHIL

TepsiH NpHOATHOCTI: 3 POKK 3 naTit BHPOOHHLTBA



IndopMaLtia Wome eTHKETKH, IHeTPYKLA, NpaBia Towo: Mapkysanna srigmo JCTVY 5010:2008. Mlanuil BHCHOBOK He MOJKe
v . i
OyTH BIKOPHCTARKIT ANA PEKAaMH CIOKHBYIN AkocTeli 06'ckTa eKkcnepTH3n

Buenosor aiienmniiz {}4.09;201'3

RinnoeinansHicTs 2a AOTPHMAHHS BHUMOT LUEOTO BHCHOBKY HECE 3aBIIK,

[Tpus astind perenTypu, TEXHOAOTIT RUTOTORAEHHH, SKi MOKYTEL 3MIHITH BracTiBoOCT] 0b'eKTa exenepTial 460 CnPHUIHUTH
HeraTiuRiiii BB Ha 3AOPOR'S MOReH, cepn 3acTOCYBaHIA, YMOR 3acTOCYRAHNT 06'EKTa EKCIEPTHIN JaHHil BICHOROK
BTPAYAE CHITY.

Mokasuks Oe3neKit, AKi NiAIAral0Th KOHTPOAIO Ha KOPAOMI: MiUATEe CTalIapTHOMY cauiTapHoMYy NPHKOPAOHHOMY
KOHTROMIO BiAnosiaHo o fioro nporpant (Bisyansuuil, LOKYMEHTATBHHIT KOHTPOIE).

[oka3Huks Ge3nexi. SKi MANATAIOTE KOHTPOMO TPI MHTHOMY O(DOPMIBHHI: NiANAIAE CTAHAAPTHOMY CAHITAPHOMY KOHIPO/IIO
(BisyanbHOMY Ta TOKYMCHTAIBHOMY)

Moroyni gepxapiinl caneniauaran 3aiitcHocTbes SriLN0 3 BIMOIAMIE LBOI0 BHCHOBKY, Ha 00 €KTAX AEPHABHOIO
caHitapHoro Harisiy i3 30epiranns 00’ eky ckenepTisy (CKNaNChK] NPHMIIIEHHA, TOPTORSIEHI 3aM1 THANPHCMCTR
rpoManchKol Toprisni Towe) wisxom nepioginuHol BnGiprorol neperiprar ira nignonianicts 06’ cxTa exenepTHIN
BETAHORAEHUM Y (koMY Brickopky MemmaHmy kpitepisy Gesnexn y pasi nagpHocti indiopaanii npo asmiuu spactusocTeii 06’
€KTA eKCNepTH3N Ta MoPY el YMOB 36epirauns, Mo Mome Crpiy HHHTH HErATHRHIET BINHE HA 340POB’ g mojei.

Koaticia 3 nepicasniof canitapio-enifenionariunoi excrieptism npu rogosuoMy M. Kiis, nyn. I'epois Oboponi, 6
[epmwaBHoMYy calliTapHoMy nikapepi Vipaiuu Ten. 258-47-73

HaykoBoro UeHTpY NpPEBeHTHEHOT TOKCIHKOMOMT, XapuoBol Ta XiMinHol Ge3nexu
imeni axapesica JLLMejgens Minicreperaa oxopoHH 310pos's YEpainm

(Hafismenysannn, MicueInaoxenis | Tenedon, dake, e-mail, www)

[MpoToron excnepTian Ne 3/8-A-5522-13 Bin 04.09.2013 p.

(Kt npotorony, nata fiero saTeepaueHHA)

["onosa excneptHoi koaicil 7 bobinsora O.0.

{npiameaue, i, 00 Gaiskani)






nRpE

Blanonisminsion 30 a0rpisiouis SHS0P IR0 SUTHOREY HOUR SRS,

Tlorazsuxn Soanesn, 8kl oLUBEsmTs KOHIRUIG 18 Kopasni: nium

frots, frane, eranll, s

Hporosan Srangirmsi

VERLRRUHRA Y

Fonona excirepriel sogiclt, s
Ty

dua 0.0,

Shadieinneg v fpdinand



http://www.tcpdf.org

