Ampec 02093, p, Kmew, yn. Bopuecnons ‘
: 6 55 @ e, Ten./dakc: (+38044)568-32-10 Npuemnua

(+38044)207-73-41 OTHen KOHTPONS Kauecyma

(+38044)207-73-04 YnonnoMouennoe mme no KauecTsy
(+38044)207-73-27 Ynonnomouennoe mmio no bapmaxcrnansopy

CepTudppumkar Ceépuun nekapcTeeHHoOro cpeacrea

1. HaumeHnosanue, cuna HEQOUNNNH
neﬁcrauﬂ/amuamcm, nekapcreeHHas 1 TabneTka copepwut TEOUNNVHE MOHOTUAPAaTa B nepecuere
dhopMa u pa3Mep ynakosku Ha Teobunnur 100 Mr, TabneTku MPONOHIMPOBAHHOr0 AecTBUS
(MAEHTWYHO TekcTy Ha ynakoBke no 100 mr . )

roTOBOM NpOAYKLMK): no 10 tabnetok 8 KOHTYPHOW R4elikoBoit ynakoske: no 5

KOHTYPHbIX A4YENKOBLIX YNAKOBOK B NauKe ¢ MapK1npoBKOW Ha
YKP2WHCKOM 1 pYCCKOM A3blKkax

2. Homep cepuu roToeon npoaykumu: FM10221 Paimep cepuu: 56339 ynak.

3. C?paHa-npomaoAnTenb: Ykpaunra

4. HaumenoBawnue ctpanm: / cTpaH Yipauka

HasHayeHua ans cepuu:

S. Homep peructpaumontoro UA/3793/01/01

YOOCTOBEPEHUS:

6. Bata npouseopcTea: pespans 2021

7. BaTa okoH4yaHus CPOKa roagHoCcTH 02.2023

(Mecsy u rog, nocne KoToporo N1 He

nNpumMmenaeTcs):

8. Haseanus, afapeca u Homepa npousseaeHo, axnyas YNaxoeky/mMapkuposky v KOHTpOnML
NMUEH3uN Bcex yyacTkos Ka4ecTsa Ha YAO «dapmavesTnyeckas dupma «dapHuuay no

MPOU3BOACTBA M KOHTPONA KayecTra: aapecy: r. Kves, yn. Bopucnonsckas, 13:
nuueHsus AB Ne 588086, cBugeTenboTes of atrecrayun
nabopatopuin OKK Ne 128

9. CepTudukarthi coorBeTCcTBUA GMP cepTugnkar 035/2019/GMP
BCEX Y4aCTKOB, yKa3aHHLIX B 1.8:

10. PesyneTaTe aHanuW3oB: NpBeneHbl B cepTudnkaTe aHanvsa (nononreHne 1)

11. Kommentapun: XPaHUTL B OpUTHaNBHOM ynakoske npu Temneparype He Boilwe
25 °C. XpaHuts 8 HEAOCTYNHOM AN AeTtei mecre

12. 3asBnenue o cepTudukayuu: ITumM nogTBEpKAAK, YTO Bee NPOV3BOACTBEHHBIE CTagUU Ans
3TOW CEPUU roTOBON NPOAYKUWUY Buinp NpovsBeneHbl B NONHOM
COOTBETCTBUYM C ToEDOBaHMAMM, YCTaHOBNEHHLIMY B
AencTByOWEeM pykosoacTee no GMP, YTBEPXAEHHOM
MuHucTepcTaom SAPaBOOXPaHEHUA YKpauHsl, u ¢
TpeboBanuamu PEricTpauymnorHore gqocse CTPaHbl Ha3HavYeHus.

13. Uma u bamunus
YnonHoMouenHoro nuua, KkoTopoe
OCyulecTBnsieT cepTudbukayuio cepuu:

14. Noanuce YnonHoMouenHoro nwua,
KOTOpoe ocyuiecTensieT

cepTubukaumio cepuu: i 24 a:*‘;/ ,
15. Oara noagnucaHus: bl BT
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0026451
Ceptudbukar ananmnza Ne 1

HaumeHosarue NPOAYKLMM: HEQOUNIMH 1adneTtrn NPOBCHIMPOBANHOIO AERCTEMA 110 100 Mr. o 10 TabneTox s
KOHTYPHOR SMEMkoBOR ynakoske no 5 ROHTYDHBIX SYERKOBRIX YIIAKOBOK 8 Nadie ¢
MAPKVPOBROM HA yKPAVHCKOM 1 DYCOKOM Q3biKax

Homep cepuu: FM10221 Paamep cepuu: 56339 ynax
Homep peructpauuonnoro UA/3793/01/04

YAOCTCBEPEHUSA!

AKanua BeINoAHeH no: MKK f1C o1 04.09 2020 « PETUCTRAUMOHHOMY YAOCTOBEPEHMO NeUA/3T93/01/01

Pesynkrar avanuaa:

Ne n.n. Haumenosanue Nokazarens  TpeGosaHue HOPMATHBHOM ACKYMEHTa LMW Pesynetar aHanmza
1 Onucanne Tabnetiu Benoro usera. PNOCKOUMNUHARPUYECKCH (BOpMbI C Cooraercrayer
hackon
2 Waentudbukauus A, YO-CcnekTp nornowenmns wene YEMOTO pacTacpa, CooTeercrayer

MPUTOTOBNEHHOIO, KAK ORMCAH0 B pasfene "KonuwdectegHHoe

onpeaenenve”. B cbnactu or 230 wi AC 350 HM gomxen vmeTs

MAKCUMYM NOrnoweHus FPW AnuHe BoNHel (27512) v

B. Ha xpomatorpamme MCTIBITYEMOrC pacTBOpa. RONYYSHHCH B Cootaercrayer
pasaene "ConyrereyioLme MPUMECH”, AOMKHO NPOSBIATHCS

OCHOBHOE NATHO HA YDORHE OCHOBHOFO NATHA HA XpOMarorpamme

PAacTBOPE cpasHeHus (a: cooT BETCTBYIOUIEE EMY NO BESMYMHE 1

WHTEHCUMBHOC T4

3 OBHOPOAHOCTS AC3MPOBAHHD!X CootsetctayeT TpeGosanviam MOY 2 S 40 Cootsetcrayer
EAMHNL Mpuemuoe yucno AV<15.0
4 Conyrereyowme nprMecy Mobon npumecy - ne Bones 0.5 % CootBeTCcTayeT
5 Pacrsopenue CooTeeTcTayer TpeBoaanus FoY. 263 Yepes 1y - He mence CooTaercrayer
15.0 % w ve Sonee 30.0 %.
HBpes 3 Y - He meHee 35 0 % 1 ne Bonee 75.0 % Ceorsercrayey
“epes 6y - He meHee B5.0 % Cooraercreyer
6  MukpoBuonormuscras HUCTOTE CooteetcraenHo MKK J1C Cocteercrayer
7 KonmuuecTaeHuoe onpenensHwe 95 - 105 mr/raé 104 mritad
TeounvLg
8  VYnakcsxa CocTretctpenno MKK J1C CooTteercrayer
8  Mapruponka Caooteerctaento MKK f1C Cootaercrayer

Hata okorvanun Cpoka rogHocTn: 02.2023

XpaHeHue: XP&HWTL B ODWIMHANBHOR yNakoske npn TeMnepaType He aoiwe 25 °C XparuTs 8 HELOCTYNHOM ANG AeTen
mecTe
3akroyeHue: Cootaercrayer TpeGonanusau MKK iC o7 04.08.2020 PEIMCTRALNOHHOMY yA0CTOBEDE HING

NelUA/3793/01/01
T iR

Hata nognucanun: 7. O3, sre B.0. navanerimka OKK: <=
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