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¢ Anpec 02093, r. Kuem, yi. Bopucnonncxas,13
Ten./daxc: (+38044)568-32-10 Ipuemxas
n n p H u u n (+38044) 207-73-41 OTRen KORTPORR xuvec-r1 002 6 7 2 2
(+38044) 207-73-04 YIOAKOMOUGHHO® MO NO XaveCTBy
(+38044) 207-73-27 YRORHOMONOHHO® JAMLIO no dapmaxoragsopy

CepTVl(tWIKaT cepum neKapcTBeHHoro cpeAactTea

1. HaumeHoOBaHue, cuna OSTAMUPUH

AeRcTBUA/aKTUBHOCTD, JIeKapCTBeHHan 1 mMn pacTeopa COAEPXUT MUDaMUCTUHA 0,1 mr, kannu
cdopma 1 pa3mep ynaKkoBKu rnasHble/yWwHble/Ha3anbHble, pacteop, 0,1 mr/mn
(MAEHTUHHO TEKCTY Ha ynakoBKe no 5 Mn 8o ¢pnakoHe; no 1 cnakoHy B nNavke ¢ MapK1UpOBKOW Ha
roToBOM npoAyKu"u): YKpanHCKOM si3blke

2. Homep cepuu rotosoi NPOAYKLUUK: XF40420 Pa3smep cepun: 28135 ynak.
3. CrpaHa-npousBoauTenb: YkpauHa

4. HaumeHoBaHue CTpaHbl / CTPaH YKpauHa

Ha3HaYeHMs ANA Cepum:

5. Homep perucTpaunoHHOro UA/12521/01/01

YAOCTOBEpPEHUA:

6. lata Nnpou3BOACTBA: anpenb 2020

7. [lata OKOH4aHUA CPOKa roAHOCTH 04.2023
(MecsL U roa, nocne KOTOporo NC He

npuMeHsieTca):
8. HassaHus, agpeca u HoMepa npousseaeHo, BKIOYaA YNakoBKy/MapKupoBKy U KOHTPOb
NULEH3UA BCeX y4acTKOB kauectsa Ha HYAO «dapmalieBTudeckas dupma «[lapHuya» no

NPOM3BOACTBA U KOHTPONA KavecTsa:  8APECy: I. Kves, yn. Bopucnonsckas, 13;
nnueH3us AB Ne 598086, cenaeTenncTso 06 aTrectaumnn
naboparopuit OKK Ne 128

9. CepTudukarbl coorsetcTeua GMP  ceprudpukar 035/2019/GMP
BCEX y4acTKOB, yka3aHHbIX B Nn.8:

10. PeaynbTaTbl aHaNnu3on: npuBeaeHbl B cepTucukaTe aHanu3a (AononHexue 1)

11. KommeHTapuu: XPaHWTL B OPUrMHANBHO YNAKOBKE Npu TemnepaType He ebille
30°C

12. 3ansneHue o ceprudukauum: 3TUM NOATBEPXAAlo, YTO BCE NPOU3BOACTBEHHbIE CTaaWn AnA

3TOW Cepvm roToBO Npoaykuvy Gbinu NponsBeAeHbi B NONHOM
CoOTBETCTBUM C TPEGOBAHWAMW, YCTAHOBNEHHbIMUA B
aevcTeylowem pykoeoacTee no GMP, yTeepxaeHHoOM
MU1HVCTEpCTBOM 3ApPaBOOXPaHeHUst YKpauHsbl, U C
Tpe6oBaHUAMU PErUCTPALIMOHHOIO A0CHE CTPaHbl HA3HAYEHUA.

13. Umn 1 pamununa

YNonHOMOUYEHHOro nuua, KoTtopoe CEPUS PA3PEWEHA
ocyuiecTenser ceprudukauuio cepun: K PEANN3ALIWA

14. MNoanucb YNONHOMOYEHHOTO NUua, c '054 ~ QF 2044
KOTOpOe OCyllecTBnseT ng iopupe nmuo
cepTuduKauuio cepum: ; Hasapetko M.B.

15. [lata noanUcCaHun:
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HaumeHoBaHM1e NPOAYKUUK:

Homep cepuu:

Homep perucTpaunoHHOro
YROCTOBEPeHUR:

AHanu3 BbINONHEeH No:

Ceptudukar ananusa Ne 4

DononHenue 1 k CepTuchnkaty cepum

10026722

OSTAMUPUH, kannu rnasHbie/ywHble/HasansHbie, pacreop, 0,1 mr/mn, no 5 mn 8O
chnakoHe; no 1 hnakoHy B navke ¢ MapKupOBKOW Ha YKPAUHCKOM A3blke

XF40420
UA/12521/01/01

Pa3smep cepum: 28135 ynak.

MKK f1C ot 11.10.2017 Kk perucTpauyoHHOMY YAOCTOBEPEHUIO NeUA/12521/01/01, ¢

wameHeHuem ot 25.10.2017

Pe3ynbTtaTt aHanusa:

Ne n.n. HaumeHoBanue nokasatensa TpeGosauue HOpPMaTUBHON AOKYMEHTaLUuKu Pesynerar aHanu3a
1 Onwucaxve BecuseTHas Npo3paqHas XuUAKoCTb CooTtsercTayeT
2 [MoaAnuHHOCTD A. Y®-cnekTp nornotyeHus npenapara s obnactu or 240 um no  CooteetcreyeT

280 HM AOMKEH UMETb MaKCUMYMb NOFNOLLIEHNA NPYU ANUHaXx BOMH
(256+2) HMm, (26212) Hm 1 (268£2) HM
B. LipeTHan peakums ¢ pacTBOPOM Kanus xpomata P Coorsetcrayer
(MUPAMUCTUH)
C. Kanns npenapaTta BHeceHHas 8 GecLipeTHoe nnams ropenku CooreeTcTayeT
OKPalLMBAeT ero B XenTwlil LiBeT (HaTpun)
D. Npenapar paet peakuuio () Ha xsiopnAabl CootseTcrayeT
3 Mpospa4HOCTb MNpenapat gonxex GbiTe NPO3Pa4HLIM CoortsercrayeT
4 UseTHOCTb MNpenapat ponxeH GbiTb GectBETHLIM CooTBeTtcTByeT
5 pH 55-7.0 6,5
6 ConyTcteyloume npumecu Nio6ow npumecw - He Gonee 1,0 % CoorBeTcrayeT
Cymma ripumeceii - He Gonee 5,0 % 07%
7  MexaHU4eckue BKNIoUEHUR CootseTcraeHHo MKK JIC CooTtseTcrsyeT
8 Wasnekaemblit 06beM fpenapaT AOMKEH COOTBETCTBOBATL TPEGOBaHUAM Toy, 2917 CooTtsetcTeyeT
9 KonwuecTaseHHoe onpeaenexve 0,090 - 0,110 mr/mn 0,095 mr/mn
MUpaMUCTUHA
KonuuecteeHHoe onpeaenenue 4,37 - 4,83 mr/mMn 4,57 mr/mn
HaTpuUA xnopuaa
10 CrepunbHOCTL MNpenapat ponxeH GbiTb CTEPUNBHLIM CrepunbHbIA
11 YnakoBka CootseTcraeHHo MKK NIC CooreeTcTBYeT
12 Mapkupoeka CooteercraernHo MKK N1C CooTeercrayeT

Jlata OKOH4YaHUA CpOKa rogHOCTH 04.2023

XpaHeHue:

3aknioveHune:

CooTsetcrayet TpeSosanuam MKK N1C ot 11.10.201+k-peru
NeUA/12521/01/01, c usmeHeHnem ot 25.10.2017 | r

[Jata noanucaxus: 2_ S\) / 0J7 Z O Hauanbhuk O
/ J T~

XPaHUTL B OPUrMHAmNLHOM ynakoBke Npyu TeMnepatype He ebiwe 30°C
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Ampec 02093, r. Kuem, yn. Bopucnonecxas

L

3
Tax,/®axc: (+38044)568-32~-10 MpnamHas 1 O 02 46 5 5
{+38044)207-73-41 OTnen XKOWTPOIR KadecTn

(+38044)207-73-04 YOOMHOMOWGHHCOE N0 [0 XKANAcTsY
(+38044)207-73-27 YnonHOMOWEHHO® MO OO dapmaxorRansopy

CepTuUMKaT Cepun NTIeKapCTBEHHOro cpeacTea

1. HaumeHoBaHue, cuna
NeHCTBUA/AKTUBHOCTL, NIeKapCTBEeHHAs
thopma u pasmep ynakoBKU
(MOeHTHUYHO TEKCTY Ha YNakoBKke
roTOBOM NPOAYKLMUU):

2. Homep cepum roTOBOA NPOAYKUNMA:

3. CtpaHa-npon3BoaUTenNb:

4, HakmeHoBaHMWe cTpaHbl / cTpad
Ha3Ha4YeHUs ANA cepuun:

5. Homep perucTpayuoHHoOro
YAOGCTOBEPEHNUS:

6. [lata npou3sBoncTEa:

7. BaTa OKOHYaHUA CpPOKa roAHOCTH
{mecay n rog, nocne kotoporo JIC He
npyUMeHseTcA):

8. HazeaHuna, agpeca u HoMepa
NYUEH3WA BCEX YYaCTKORB
nNPoU3BOAOCTBA U KOHTpPONA KauecTea:

9. CepTudukarsl coorBercTeua GMP
BCEX YYaCTKOB, YKa3aHHbLIX B n.8:

10. Pe3ynbTartb! aHaIM30B:

11. KoMmMeHTapuu:

12. 3asBneHue o cepTuhukayuu:

13. Uma v cbamunus
YNonHOMOYEHHOTO NULa, KoTopoe
OCYULIECTBNSET CePTUPUKALNID CepUn:

14. Mognuck YNonHOMOYEHHOrO NMua,
KOTOpOE OCylecTBIAGT
cepTudnXaluIio cepun.

15. llata nognucaHus:

OOTAMUPUH

1 Mn pacTeopa coaepxuT MupamuctuHa 0,1 Mr, kannu
rnasHble/ylHble/rasaneHele, pacteop, 0,1 mr/mn

no 5 Mn 8o thnakoHe; No 1 (bNakoHy B Nayke ¢ MapKUpOBKOW Ha
YKDANHCKOM A3bIKE

XF30420 Paamep cepuu: 28695 ynak.
YkpauvHa
YKkpawvHa

UA/12521/01/01

anpene 2020
04.2023

NPOU3BEAEHO, BKMIOHAR YNaKOBKY/MapKUpPOBKY U KOHTPOMb
kawectBa Ha YAO «dapmauesTrnyeckan dvpma «dapHuua» no
appecy: r. Kues, yn. Bopucnonbckas, 13;

nuueHsus AB Ne 598086, cBruaeTenscTeo 06 arTecTauwn
naBopatopuin OKK Ne 128

ceptucukar 035/2019/GMP

npuBeaeHbl B cepTughukate aHanuaa (aononHexune 1)

XpaHWTb B OPUrMHaNbHOW YNakoBKe Npu TeMnepaType He Bbile
30°C _

3TVM NOATBEPXKAAK, HTO BCE NPOU3BOACTBEHHbIE CTaAnK ANS
3TOW Cepvv roTOBOIN NPOAYKUMK Bbink NPOU3BEAEHL! B NONHOM
COOTBETCTBUW C TPeDOBaHUAMK, YCTAHOBIEHHbBIMA B
AevcTeylouwem pykosoacTee no GMP, yTeepxaeHHOM
MUHWCTEPCTBOM 3ApaBoOXpaHeHnsa YKpanHbel, U

TDEGOBaHMHMH pPEerncTpauUMoHHOro 4ocke CTpaHbl HasHauEHUS.

CEPUA PASPELWIEHA
K PEANTU3ALINA

06 20403

YNoBHOMOUYEHHOS NULC




HaumeHosanue npogykuuu:

Howmep cepuu:

Homep pernctpayuoHHoro
YAOCTOBEPEHUs:

AHanua BLINOMHEH No:

Peszynerar aHanwusa:

AAPHUUA 0024655

Ceptudukar ananusa Ne 3

OPTAMUPWH, kannu rnagHbiefylWHele/HasaneHeie, pacteop, 0,1 Mr/mn, 1o 5 Mn B0
thnakoHe; no 1 nakoHy B nayke ¢ MAPKUPOBKOW HA YKPAWHCKOM fi3blke

XF30420 PasMmep cepun: 28695 ynak.
UA/12521/01/01

MKK fiC o1 11.10.2017 K pervcTpaurorHoMy yaocTosepenwio NoeUA/12521/01/01, ¢
U3MEHEHKUEM OT 25.10.2017

Ne n.n. HaumeHosaHue nokaszatens

TpeGoBaHWe HOPMATUBHOR AOKYMeHTaLMK Pesynbrar aHanwsa

1 OnucaHue
2 MNoaNUHHOCTL

3 MpospaunocTs

4 UeeTtHocTs

5 pH

§  ConytcTeyloilue npuMech
7 MexaHu4eckue BKIICHEHWUS
8  Msenekaemoii 06bem

9  KonwyectseHxoe onpenenexue
MUPaMUCTUHA

KonuuecTeeHHoE onpenenerne
HaTpus Xnopuaa

10 CTepunsHOCTL

11 Ynakoaxa

12 Mapxuposka

BecupeTHas Npo3payHan KUAKOCTb CooTeeTCcTBYST

A, Y®-cnekip nornoweHus npenaparta B 06nactu ot 240 4M A0 CooTReTcTBYET
280 HM OMKEH UMETH MAKCUMYMB| NOMTMOLLEHNS npu ANWHEX BOMH

(256+2) 1M, (26242) UM U (26812) HM

B. LipeTHan peakuma ¢ pacTBOPOM Kanus xpomata P CooTeercrayeT
(MUpaMUCTUH)

C. Kann# npenapata BHeceHHaR B GeCUBETHOE NNAMS rOPENKN CootsetcTByeT
OKPAaLUMBAET €r0 B XENThIid 1|BET (HaTpuit)

D. Mpenapat aaet peakumio (a) Ha xnopuas CooteeTcTBYET
Mpenapat gonkeH GbiTh NPO3IPAYHLIM Cootaetcrayer
Mpenapar AonXeH GbiTe BecUBETHLIM CooTBeTCTBYRT
55-7.0 6,5

I:oBol npumecu - e Bonee 1,0 % CooTeeTcTBYET
Cymma npumecelt - He Gonee 5,0 % : 0.8%
CooTeercreeHHo MKK IC CootaetcTRyeT
Mpenapar gonxen cooTBETCTBOBATL TpeGosaHuam MDY, 2.5.17 CooteeTcTyeT
0.090 - 0,110 mrimn 0,086 mrfmn
4,37 - 4,83 mr/mn 4,52 mrimn
Mpenapar aonxeH BbiTe CTEPUNBHBIM CTepunbHLIA
CoctseTtcraenno MKK N1C CooteetcreyeT
CooTeeTcTBeHHO MKK J1IC CooTeercrayer

LfaTta okoH4YaHuA cpoka rogHocTH  04.2023

XpaHeHue: XPaHUTb B OPUTMHANbHOW YNaKkosKe fIpy TEMNEpaType He Boiwe 30°C
3aknoveHue: CootaetcrayeT Tpebosanuam MKK NC ot 11.10.2017 K PErMCTRaLtmons 'm%é?‘aeumm
NelUA/12521/01/01, ¢ n3meHeHueM o 25.10.2 g WA

[ara no, : 574 -/ 2
ara nofnvcaHus Z_)’/ _)'/l
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