| d AAPHUUA

1. HaumeHoBaHue, cuna
AeNCTBUA/aKTUBHOCTb, NEKapcTBeHHan
topmMa 1 pa3mep ynakoBKku
(MAGHTUYHO TEKCTY Ha ynakoBke
roToBOW NpoAyKLUUK):

2. Homep cepuu roToBOM NPOAYKLUMK:

3. CtpaHa-npoussoguTens:

4. HaumeHoBaHue cTpaHbl / cTpaH
Ha3HauyeHus ans cepuu:

5. HoMep perucTpauuorHoro
yAocToBepeHus:

6. [lata npoussoacTBa:

7. laTa OKOHYaHUA CPOKa rOAHOCTH
(mecsay u ron, nocne koroporo JIC He
npumMmeHseTca):

8. HasBanus, agpeca n HoMepa
NULUEH3NK BCeX yYacTKOB
NPOU3BOACTBA U KOHTPOSA KavecTsa:

9. Ceptudukarnl coorsercTBus GMP
BCEX YYaCTKOB, yKa3aHHbLIX B n.8:

10. PeaynbTaThl aHanu3os:

11. KommeHTapunu:

12. 3ansneHue o cepTucukaymu:

13. Uma u pamunus
YnonHoMouYeHHoro nuua, Kotopoe
ocywecTenaer ceprucdukaumio cepuu:

14. Noagnuce YnonHoMo4eHHOro nuua,
KOTOpoe ocywecrenser
ceprucukauumio cepuu:

15. llata nognucanus:
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Anpec 02093, r. Kues, yn. Bopucrnonscxas,
Texn./®axc: (+38044)568-32-10 npueuxauI 02 3 5 2 1
(+38044) 207-73-41 OTnen XOHTDONN Xaye

(+38044)207-73-04 YnonsoMouesHoe JMO MO KavecTsy
(+38044) 207-73-27 YnonHOMOWeHROe MMUO NO $APMAXOHARSOPY

CepTudmnkar cepun nekapcTBeHHOro cpeacTsa

OPHWOA3ON-0APHULA

1 mMn pacTeopa cofepxuT opHuaasona 5 Mr, pacTeop Ans
VHPY3uia, 5 Mrimn

no 100 mn Bo cnakoHe, No 1 nakoHy B Nauke ¢ MapKUPOBKOIA
Ha YKPauHCKOM si3bike

KE10920 Paamep cepuu: 33572 ynak.
YkpauHa
YKkpauHa

UA/17007/01/01 peicreyet ao 31.10.2023

ceHTRbpL 2020
09.2022

Npou3BeAeHo, BKIIOYASA yNakoBky/MapKUPOBKY U KOHTPOIb
kauectsa Ha HAO «dapmauesTuyeckas cupma «[apHuya» no
agpecy: r. Kues, yn. Bopucnonsckas, 13;

nuueHsus AB Ne 598086, caupeTenscTeo o6 aTrecTauuu
na6oparopuit OKK Ne 128

ceptucukar 035/2019/GMP

npusefeHsbl B cepTudukaTe aHanusa (AononHexme 1)

XPaHWUTL B OPUrMHAIILHOW yNakoBKe Npu TeMnepartype He Bbille
25°C. He samopaxuBaTh. XpaHuTb B HeaoCcTynHOM ANs aeTei
MecTe

JTUM NOATBEPKAEIO, YTO BCE NPOUIBOACTBEHHbIE craguu gns
3TOi# Cepuu roToBOI NPOAYKLMM BbiNK NPOU3BEAEHbI B NOMHOM
COOTBETCTBUU C TpeGoBaHUAMU, YCTAHOBNEHHLIMU B
AelicTeylouiem pykosoacTee no GMP, yTeepxaeHHOM
MuHucTepcTBOM 34paBooOXpaHeHns YkpauHbl, U ¢
TpeGoBaHUAMU PErUCTPALIMOHHOIO AOCHE CTPaHbI Ha3HAYEHUS.

CEPWSA PA3SPELLEHA
K PEANU3ALIMM
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CepTtudmkar aHanusa Ne 1

OPHWUOA3ON-OAPHULIA, pacTeop Ans uHdyaui, 5 mr/mn, no 100 Mn 8O nakowe, no 1
NaKoHy B nauke C MapPKMPOBKOWM Ha YKPAUHCKOM Si3bike

KE10920
UA/17007/01/01 pencreyet go 31.10.2023

HaumeHomaHue npoaykuuu:

Homep cepuu: Pasmep cepun: 33572 ynax.

Homep peructpauuorHoro
YyAOCTOBEpeHUS:
AHanu3 BbINONHEH NO; MKK IC x peructpauuonromy yaoctosepenmio NeUA/17007/01/01

Pesynerar aHanusa:

Ne n.n. HaumeHoBawue nokasatens TpeGosaHue HOPMATMBHOM AOKYM@HTaLuK Pe3ynbrar aHanuasa
1 Onucanve MpospauHan GecusetHan unu cnerka xentosaTas XUAKOCTh Coorsetcreyer
2 WpeHTudbukauyus A. YO-cnekTp ncnuiTyeMoro pacTsopa. NpUroToBNEHHOTD, KaK Cootsetcreyer
onucano B pasaene "Konu4ecteseHHoe onpeaenexve.
OpHugason”, 8 06nactu ot 230 KM A0 350 Hm LOMNXEH UMETL
MaKCUMYM Npu ANWHE BONHbLI (27712) HM
B. Ha xpomaTtorpammax ncneityemoro pacrtsopa v pacteopa CootseTcrayer
cpasHeHus (b), nonyuenHbIx B pasgene "ConyTcrayowume
NPUMECK”, BDEMEHE YAEPKNUBAHUA NUKA OPHUAA30MA AOMKHbI
COOTBETCTBOBATL
3 [pospauHocTs Mpenapar pomker BuiTh NPO3pauHLIM Cooteertcrayer
4  LUBeTHocTb Okpacka npenaparta AonxHa GbiTb HE MHTEHCUBHEE 3tanoHa BYS CooteeTtcrayer
5 pH 30-50 44
6  W3Bnekaembiit o6bvem Mpenapat gonxeH cooTBETCTBOBATL TPEBOBaHMSAM ey, 29.17  Coorsercrayer
7 MexaHudeckue BKNIOYEHWA CootseTcTBeHHo MKK NC Coorsetcrayer
8  Conyrcraylowme npumecu 2-meTun-5-HuTpoumuaaona - He Gonee 05% 0.0%
MoGown apyroi npumecy - He Gonee 0.2 % Cootsetcrayer
Cymma npumeceit - He Gonee 2,0 % 0.0 %
9  CrepunsHOCTb Mpenapat fonxeH BbiTh CTEPUMLHBLIM CrepunbHbin
10 BakTepuanbHbie 3HAOTOKCUHBI Menee 2,5 ME/mn Cooteercrayet
11 KonuuectsenHoe onpegenevue 4,50 - 5.50 mrimn 5.08 mr/mn
opHuaasona
KonuuectsenHoe onpeaenexue 8.1 - 9.9 mrimn 9,0 Mr/mn
HaTpua xnopuaa
12 Ynakoska Coortaercraenno MKK 1C CootsercTayer
13 Mapkuposka CootsercTaenHo MKK N1C Coorsercrayer
Aara okoHuaHun cpoka rogHocTn  09.2022
XpaHeHue: XPaHnTb B OPUrMHANLHOW yNakoske npu Temneparype He soiwe 25°C. He 3amopaxusars. XpaHnutb 8
HEAOCTYNHOM ANs fAeTen mecre
3akntovenne:

Coorsercrayer rpebosaHuam MKK NC k PerucTpauMTHKONY i AoCToREpeH W NRUAMT007/01/01
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[fara nognucanus:
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