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Anpec 02093, o, Kmues, yn. Eopucnonmoda
Ten. /¢axc: (+38044)568-32-10 Npuemra
(+38044)207~73~41 Ornen KOHTDONS XauyecTha

(+38044)207-73-04 YOOoIHOMONEHKOS Mmiio fio xagecray
(+38044)207~73~27 YnonHoMouennoe e no dapMaxoHansopy

Ceptuchbukar Cepuu nekapCcTBeHHOro cpeacTra

1. HaumeHoBaHne, cuna AMMOﬂAPOH—ﬂAPHVIuA

AGVCTBUS/aKTUBHOCTL, NekapcTenHas 1 TabneTka COREPMUT amuogapora ruapoxnopuaa 200 mr.

thopma u paamep ynakoeku Tabnerku no 200 mr } i} )

(MaeHTHYHO TEKCTY Ha ynakorke ne 10 Tabnerok 8 KOHTYPHOW A4ENKOBOM ynakoske no 3

roToBON ﬁpoqyxu%“): KOHTYPHble FNeHKDEIbEe YNaKOBKM B navxe Cc Map}(MpOBKOﬂ Ha
YKPEVHCKOM sI3bike

2. Homep cepuu rotoson npoaykuun:  FK10121 Paamep cepuu: 19296 ynak.

3 Crpaﬂa-npousae,qwrenb: Yipaunsa

4. HanMeHoBaKHue CTpaHki / cTpaHx YKpauHa

Ha3HaveHus nna cepuu:

5. Homep PerucTpayucHHoro UA/6508/01/01

YAOCTOREepeHUs:

6. Mara npouseoncrea: AHBape 2021

7. NaTta okonyaHus CPoOKa rogHocTH 01.2024

{Mecsay u roa, nocne KoToporo JIC He

NpumeHseTcs):

8. Hazsamnug, appeca n HoMepa npousseneHo, BrIoyasn ynakoeky/Mapkuposky KOHTDOMG

fiMUeH3un Becex yyacTroR KavecTea Ha UAD «PapMayesTiyeckas tbupma «JapHuuzay no

MPOU3BOACTBA U KOHTPONS KavecTRa: aapecy: r. Kues, yn. opucnonsckas, 13-
nueHsns AB Ne 598088, CBUAETENBCTBO 06 arrecraLimu
naGopatopuit OKK Ne 128

9. Ceprudbukari, cooTBetCcTRUR GMP cepTudukar 035/2019/GMP
BCeX yHacTKoB, yKazaHHbIX B n.g:

10. Peaynbrate) aHanuzosn:

npnseneHst s CepTubuKaTte aHanusa (nononHexne 1)

& 1. Kommentapuu: XPEHATL B OPUrMHANLHO ynakoske MpY TeMnepaType He Boiwe
25 °C

12. 3assnenue o cepTudbukaymu: STUM NoATEEPXAAND. YTo Bee MPOU3BOACTERHHLIE CTaauNn ans
; ATOM cepun rotoeo npoaykumm Beinu NPOW3BEASHbI B NOAHOM
¢ COOTBETCTBUAM ¢ TpeBoBaHAMM, YCTaHOBNEHHLIMY B

AeWCTBYIOWEM pykosoacTae no GMP, YTBepASHHOM
1 MMHMCTepCTBOM 3APaBooXpaHeHus YKpauHer, v ¢
TpebosaHuamu PErMcTpauncHHore pocee CTPaHL! Ha3HaYeHUS

é 13. Umst v hamunug
: YnonHomouennoro Nuua, kotopoe
ocylecTanser ceptudbrkausmo cepuu:

14. Noanuce YnonHoMouenHoro nuia,
KOTopoe ocywectenser .
cepTutbukayuro cepun; "=

15. OaTta noanucanus:
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ﬂononagruc)'l GEQngg 202

CepTucbukar aHanusa Ne 1

HaumeHosanue npoaykymm: AMWOIOAPOR-OAPHWUA, TaBneTku no 200 Mr, 10 10 TabneTox 8 KOHTYPHOW AYSHKOBOR
YNAKOBKE, NO 3 KOHTYPHbBIE AUSHKOBLIS YNAKOBKM 8 Navke © MADKUDOBKOW HA YKREUHCKOM
S3bIKE

Homep cepuu: FK10121 Paamep cepuu: 10208 ynax,

Homep perucTpaunontore UA/B506/01/01

YOOCTOBEpEHURA:

AHanWs BbINONHEH NO: MKK f1IC ot 31.10.2018 ¢ PETUCTRALMOKHOMY yAoCTOBEPeHnio NeUA/B506/01/01

b
b

Peaynwrar aHanuza:

Ne n.n. HaumeHoBaHue nokazarens TpeboBanue HopMaTusHOR AOKYMeHTaL UK PesynberaT aHanuaa
1 Onucanne Tatnetks 6enorc unu 6enoro co cherka kpemosaTeim oTTeHkoM  CooTeercTayer
UBETA, NNOCKOUMMMHARKHECKOH (DOPMBI, ¢ Hackod PUCKONA
2 [MoanwdHccTs A. YO-crexTp nornolwgHuns feflyseHHoro pactecpa o ofnastn ot CooTaeTcrayet

220 HM 00 260 HM fonHeH uMeTs MEKCUMYM NPU ANUHE BONHLL

(24122) Hm

B. Ha xpomatorparmax MCHeITyemMOoro pacteopa (b) u pacreopa Coocteetcrayer
CRABHEHWA, NONyYeHHbIxX B pasgens "KonuuecTseHkoe

ONpeAeneHve”, BpeMera yASpKUBAHNS NuKa amMuosapoHa

LONXHLI COBNAAaTL

C. XapaktepHas peakuus (b) Ha XNopuabl Cooteercrayer
3 CAHOPOAHOCTE A03MPOBEHHBIX CooteeTcrayeT TpeGosaHuam IOy, 2.9 40 Cooteetcrayer
eauHUY
4  PacnagaemocTte He Gonee 15 mun 4 MUH
5 Cenyrereysume npumecn MeBoi npumeck - He Gonee 0.2 % CoorBeTcTayer
Cymma npumecen - e Gonee 0.5 %% 0.1 %
8  Pacraopenve CooTeetcrayer TpeGosanuam MOV 2.9.3 (npu Q=75%) Cootesercreyer
7 KonuuectsenHoe onpeneneHue 180 - 210 mr/Tab 184 mritat
amuiogapona rMapoxnopusa
8  MukpoBuonoruueckas uncroTa CocrBeTcTBEHHO MKK J1C CooTeercreyert
9  Ynakoeka CooTeeTcreeHro MKK N1C CooTtsetcreyer
10 Mapkupoexra CoorteeTcrsento MKK N1C CooreetcTayer

faTta oxoxyanug Cpoka rogHocty; 01.2024

XpaHeHue: XRAHWTE 8 ODUTMHANLHOA YNAKOBKE fpu TEMNEPAaTYpe He Bolle 25 °C
3aknwoueHue: CooveeTtcreyert TpeGosanusm MKK JIC or 31.10.2018 & PEITUCTPAUMOHHOMY YAOCTOBEDEHUIO
NeUA/B506/01/01
/ o
Hata nognucanns: CT.02. 2024 Hauanenmk OKK, 7™ o
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d AAPHUUS

Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13
Ten./®akc: {+38044)566-68-78 [lpuimanbHa
(+38044)207-73-41 Bippin koHTponic AkocTi

{(+38044) 207-73-04 YnoshoBaxeHa ocofa 3 AKocTi
{(+38044)207-73-27 YnoshoBameHa ocofia 3 dapmaxoHarnaAgy

R

Ceptudikar akocri / Ceprndikar ananisy Ne 170000018728

1. HaiimeHyBaHHA npogyxuii:

(HazBa, cuna fjii/akTMBHICTD, Nikapcbka popma Ta

pO3Mip YNakoBKK {iGeHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBol NPoAyKLUii))

2. Homep cepii:
3. Poamip cepii:

4. KpaiHa-BMpoGHUK:

5. HaiimenyBaHHA KpaiHW / KpaiH NnpU3HavueHHA

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn:

7. Bata supoGHulyTBa:

8. Aara sakiHueHHA TepMiHy NPMAATHOCTI
{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX
BinbHULL BUPoGHULTEA | KOHTPONIO AKOCTI;

Cepmudixatu BignoeigHocti GMP Bcix
AiNbHALYDL:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbTaTk aHanisy:

AMICOAPOH-OAPHWLUA,

1 TabneTtka MicTMTb amiogapoHy rigpoxnopugy 200 mr

Tabnetkn 200 mr, no 10 TabneTok y KOHTYPHIA YapyHKOBIiA ynakoeui; no 3
KOHTYPHi YapyHKOBi YNaKOBKMW B Naylli 3 MApKyBaHHAM YKPaIHCbKOW MOBOI

FK10323
19,745 YN
¥KkpaiHa

¥YkpaiHa
UA/6506/01/01

03.2023
03.2026

BUpOoGNeHOo, BKAOYAICUM YNAKOBKY/MapKYBAHHA Ta KOHTPONb AKOCTI Ha [pAT
«(QapmaueBTUuHa dipma «fapHuuAa» 2a agpecoio: M Kuie, Byn. bopucninkcbka,
13;

niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;

cepTngikat GMP Ne 060/2022/GMP

MKA N3 po peectpauinHoro noceigyeHHa NCUA/E506/01/01 Big 14.07.2017
Ne788, 3i amiHamn

N° n.n. HalmeHYBAHHA NOKAZHWKA

BumMorm HOpMaTUBHOI fJOKyMeHTaLii

PeaynbTar aHanisy

1 Onuc TabneTku Binoro abo Ginoro 3i 3nerka KpemyBaTHM BigTIHKOM Bignoeigae
KONbOPY, NNOCKOUUNIHAPUYHOT popmm, 3 $acKoio | pUCKoIo
2 laeHTUDiKalis A Y-cnekTp NormUHaHHA O0TprMaHoro po3unHy obnacti sig 220 Hm ao Bignosigae
260 HM NOBUHEH MaTW MAKCUMYM NPW AOBXWHI xBunNi (24112) HM
3 laeHTUdikalia B Ha xpomaTorpamax BunpoﬁyBaHoro po3unHy (b) Ta posl-mHy Bignosipae
NOpiBHAHHA, orpu Yo oial "KinbKicHe BU3HaueHHA", Yacw
YTPUMYBaHHA BivHI 3biraTuca
4 laeHTUdikanis C XapaktepHa p N Bignoeigae
Ul'\\ VMEHTIB \f;\
5 OgHopigHicTh Qo30BaHMX oAWHULL Bignosigae ra Ady, 2. 9 40 " 1?\1 Bignoeigae
6 PoznapaHHA He 6inoblie E q i .} ;_: .} 7 xB
%/
7 CynposigHi JoMIlKK byab-aki go . Bianoeigae
7 Savmnemaly VRt
3] CynposigHi gomiwkn Cyma AOMIWOoK - He Glasile 0.F 0,1%
9 Po3unHeHHA Bignosigae sumoram AdY, 2.9.3 (npn Q=75%) Bignoeigae
10 KinbKicHe BU3Ha4YEHHA AmuopapoHy rmgpoxnopugy 190 - 210 mritab 200,0 mritabn.
1" MikpoGionoriyHa yucrora BignoeigHo go MKA N3 Bignoeigae

Crop. 132



e e e B [ T

12 ¥Ynakoeka BignoeigHo go MKA N3 Bignoeigae

13 MapKyBaHHA BignoeigHo go MKA N3 Bignoeigae

11. KomenTapi: Bbes koMeHTapiB

12. YmoBu 36epirannn: B opuriHanbHii ynakoeUi npu Temnepatypi He BUwwe 25°C. 36epiraTu B HegoCcTyNHOMY AnA
piten micyi.

13. 3anBa npo ceprindikanio: Llum nigreepaxyio, Wwo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopayKuii 6ynu npoeefeHi
B NOBHii BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YMHHOMY KepiBHUUTBI no GMP,
3aTeEepaKeHoMy MiHiCTepcTBOM OXOpOHW 340pO0B'A YKpaiHu, | 3 BUMOramu peectpaliiHoro
AOCLE KpaiHW NPU3HAYeHHA

Cepin po3BoneHa go peanisauii / BigBanTaxeHHn 3 27.03.2023

3aTBepaKyio

MNib: Kopotkosa O.I.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 27.03.2023 08:22

Crop. 232
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Anpec 02093, r. Kues, yi. Bopxcnonecxas, 1

Ten./$axc: (+38044)568-32-10 Npuemsas 1D02 7 486
{+38044)207-73-41 OTnen xoHTpons xavec

(+38044)207-73-04 YnonuomMoueRHOA AULO 110 KauecoTry
{+38044)207-73-27 YnonuoMouennoa AMUC O QapMarosamzsopy

CepTuchukar cepum nekapcTeeHHOro cpeacTea

1. HaumeHoBaHwue, cuna

ASUCTBUA/aKTUBHOCTL, NeKapcTBEHHAA

hopma u pazMep ynakorku
(MAEHTUYHO TEKCTY Ha ynakoBske
FOTOBOW MpoayKUMU):

2. Homep cepnu roToBo# NPpoAYKLKY;
3. CTpana-npousBoauTens:

4. HaumeHoBaHue cTpaHb! / cTpaH
HaszHaueHns Ans cepuu:

5. Homep perucrpauuoHHoro
yaocroBepeHus:

6. lata npoussopcTea:

7. laTa okoHYaHus cpoka rogHocTy
(Mecsy v rog, nocne Koroporo JIC He
npUMeRAeTca):

8. Haasanus, aapeca u HoMepa
NUUEH3KI BCEX YYacTKoB
NPOU3BOACTEBA M KOHTPONA KavecTBa:

9. CepTudhukaThl cooTBETCTBUR GMP
BCEX YYACTKOB, YKa3aHHLIX B N.8:

10. Pe3ynbraThi aHanuzos:

11. KommeHTapuu:

12. 3asBneHue o cepTrhrKkaumu:

13. Umsa v chamunus
YNONHOMOYEHHOrO NULa, KoTopoe
OCyulecTBASiET CepTMhUKALUNIO CepUM:

14. Moanuce YnonHomMoueHHoOro nuua,
KoTopoe ocyluecransier
cepTudUukaumio cepum:

15. daTa noanucavus:

/ |
. an. / (Ee0

AMUOOAPOH-AAPHMLIA

1 TabneTtia cogepmkuT amvogapcHa rugpoxncpnga 200 mr,
Tabnetkv no 200 mr

no 10 TabneTok B KOHTYPHOW AYENKOBO ynakoske; no 3
KOHTYpHBIE AYERKOBLIE YNAKOBKM B Navke o MapKUPOBKOW Ha
YKPAWHCKOM f3blKe

FK20421
YKparHa

Paamep cepum: 19269 ynax.

YkpauHa

UA/6506/01/01

anpens 2021
04.2024

NPONIBEAEHD, BKICYAR YNaKoBKY/MapKUPOBKY 1 KOHTPONb
Ka4ectsa Ha MAC «DapmauesTuueckas dupma «Japruuan no
appecy: r. Knee, yn. bopucnonsckas, 13

nuueHaus AB Ne 598086, cevwaetenscTtso of atrecTanmm
naBoparopuin OKK Ne 128

ceptudurkaT 035/2019/GMP

npueeaeHbl B cepTudinkaTte aHanusa (AoncnHexue 1)

XPaHWTb B OPUTUHANEHOW YNakoBKe npw TEMMNEPaTYpe He Bhiwe
25°C

3TUM NOATBEPKAaK, YTO BCE POV3BOACTBEHHbIE CTagWKM ANS
3TOW CEPWM roTOBOM NPOAYKLMY Sbinu npowWaBeaeHk! B NOAHOM
COOTBETCTBUAN C TpeboBaHWAMM, YCTaHOBNEHHbIMY B
£efCTBYIOLLIEM PYKOROACTBE MO GMP, yTeep)aeHHOM
MurvcTepcTBom 3apasooxpaHenus YKpaunHsl, 1 ¢
TPEBOBAHUAMK PErUCTPAUKMOHHOMO AO0CLE CTPaHB! HazHa4vYeHus,

o 7 Do




; Hononnenue 1 k Ceptutbukaty cepun

CepTtudukar aHanuaa Ne 2

HaumenoBaHue npoaykunu: AMUOIOAPOH-JAPHUUA, TaBneTsu no 200 mr, no 10 TaBneTtox a KOHTYPHOA SYSHKOBOR
YNAKOBKE! N0 3 KGHTYPHEIE AYERKOBLIS YNIAKOBKK B NAUKE C MAPKWDOBKOM Ha YKDIUHCKOM
F3blKe

Homep cepuu: FK20421 Pasmep cepuu: 19269 ynax

HoMep perucTpaunoHHore UA/BS506/01/01

YAOCTOBEPEHUA!

AHanu3 BLINOMAHEH M0! MKK IC o1 31.10.2018 « perucTtpaunonHomy yaoctosepeHuic NeUA/SSOE/01/01

PesynwTaT aHanusa:

Ne n.n. HaumeHosaHue nokaiatens TpeGoganue HOPMaTUBHOR OOKYMEHTALMUK PesynsTar adanuaa
1 Caucauue TabneT 6enoro unm BENOTD CO CNETKa KPEMOSATbLIM OTTEHKOM CooteertcTayer
usera, NACCKCLIMMMHARUYECKOR QIOPMDI, C (HACKOA U PUCKOR
2 [oAnvHoCTs A. YO-CnekTp nornoweHus noNy4eHHore PacTeopa 8 obnactu oT Cooteerciayer
220 WM 40 280 1M AOMKEH MMETE MaKTHMYM OpK ANUHE BANHBI
{24142} HuM

B. Ha xpomaTorpaMmMax ucneiTvemoro pactaopa (b} v pacTeopa  CooTeercreyer
CPABHEHWA, NONyHEHHLIX B pazgene "KonudecTeeHHoe

onpeAeneHne”, BpeMeHa yaePXUBAHAS NUKa aMuo4apoHa

A0MKHLI COBNagaTh

C. XapaxTtepHan peakuun (b) Ha xnopuas Cooteertcrayer
3 QAHOPOAHOCTL AONPOBAHHBIX Cootsetciayet Tpebosannam FoY, 2.9 40 CooTaeTcrayer
eauHuL
PacnanaemocTs e Bonee 15 muH 5 mun
Conytersyoume npuMecu NiwoBo# npurmecu - He Bonee 0.2 % Cooreercreyer
Cymma npumescen - He Bonee 0.5 % 0.2%
8  Pacrsopenue CootaeTtcrayet TpeGosakuam FOY, 2 9.3 (npn Q=75%) Cooteetcrayer
7 Konuuecteewxoe onpegenerue 190 - 210 mr/1ab 202 wmritad
amMuoaapoHa rMapoxnopuaa
8  MuxpoBuonoruveckas ynucroTa CoorseTcTaenso MKK N1C CooTgetcTayer
S Ynaxoexa CooTetcTReHHo MKK AC CooTtaetcrayer
10 Mapxuposka CooTaetcrsento MKK NC CeoTaeTcrayeT

[lara okoHuaHua cpoka rogkoctu:  04.2024

XpaHenue: XPAHUTL B OPUTMHEAMLHOM YNAKOBKE NPU TEMNEPATYPE He Boiue 25 °C
3axkntousHKe: CooteeTctayeT tpebosanuam MKK N1C o7 31.10.2018 DerucTpaurcHEOMY YOOCTOBEDEHIO
NelA/6506/01/01

Hdara nognvcaHus: 13 O4. 2o B.o. HavansHaka OKK

== 'QE;;_I,D)OSYK cB
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Anpec 02093, r. Kues, yi. Bopxcnonecxas, 1

Ten./$axc: (+38044)568-32-10 Npuemsas 1D02 7 486
{+38044)207-73-41 OTnen xoHTpons xavec

(+38044)207-73-04 YnonuomMoueRHOA AULO 110 KauecoTry
{+38044)207-73-27 YnonuoMouennoa AMUC O QapMarosamzsopy

CepTuchukar cepum nekapcTeeHHOro cpeacTea

1. HaumeHoBaHwue, cuna

ASUCTBUA/aKTUBHOCTL, NeKapcTBEHHAA

hopma u pazMep ynakorku
(MAEHTUYHO TEKCTY Ha ynakoBske
FOTOBOW MpoayKUMU):

2. Homep cepnu roToBo# NPpoAYKLKY;
3. CTpana-npousBoauTens:

4. HaumeHoBaHue cTpaHb! / cTpaH
HaszHaueHns Ans cepuu:

5. Homep perucrpauuoHHoro
yaocroBepeHus:

6. lata npoussopcTea:

7. laTa okoHYaHus cpoka rogHocTy
(Mecsy v rog, nocne Koroporo JIC He
npUMeRAeTca):

8. Haasanus, aapeca u HoMepa
NUUEH3KI BCEX YYacTKoB
NPOU3BOACTEBA M KOHTPONA KavecTBa:

9. CepTudhukaThl cooTBETCTBUR GMP
BCEX YYACTKOB, YKa3aHHLIX B N.8:

10. Pe3ynbraThi aHanuzos:

11. KommeHTapuu:

12. 3asBneHue o cepTrhrKkaumu:

13. Umsa v chamunus
YNONHOMOYEHHOrO NULa, KoTopoe
OCyulecTBASiET CepTMhUKALUNIO CepUM:

14. Moanuce YnonHomMoueHHoOro nuua,
KoTopoe ocyluecransier
cepTudUukaumio cepum:

15. daTa noanucavus:

/ |
. an. / (Ee0

AMUOOAPOH-AAPHMLIA

1 TabneTtia cogepmkuT amvogapcHa rugpoxncpnga 200 mr,
Tabnetkv no 200 mr

no 10 TabneTok B KOHTYPHOW AYENKOBO ynakoske; no 3
KOHTYpHBIE AYERKOBLIE YNAKOBKM B Navke o MapKUPOBKOW Ha
YKPAWHCKOM f3blKe

FK20421
YKparHa

Paamep cepum: 19269 ynax.

YkpauHa

UA/6506/01/01

anpens 2021
04.2024

NPONIBEAEHD, BKICYAR YNaKoBKY/MapKUPOBKY 1 KOHTPONb
Ka4ectsa Ha MAC «DapmauesTuueckas dupma «Japruuan no
appecy: r. Knee, yn. bopucnonsckas, 13

nuueHaus AB Ne 598086, cevwaetenscTtso of atrecTanmm
naBoparopuin OKK Ne 128

ceptudurkaT 035/2019/GMP

npueeaeHbl B cepTudinkaTte aHanusa (AoncnHexue 1)

XPaHWTb B OPUTUHANEHOW YNakoBKe npw TEMMNEPaTYpe He Bhiwe
25°C

3TUM NOATBEPKAaK, YTO BCE POV3BOACTBEHHbIE CTagWKM ANS
3TOW CEPWM roTOBOM NPOAYKLMY Sbinu npowWaBeaeHk! B NOAHOM
COOTBETCTBUAN C TpeboBaHWAMM, YCTaHOBNEHHbIMY B
£efCTBYIOLLIEM PYKOROACTBE MO GMP, yTeep)aeHHOM
MurvcTepcTBom 3apasooxpaHenus YKpaunHsl, 1 ¢
TPEBOBAHUAMK PErUCTPAUKMOHHOMO AO0CLE CTPaHB! HazHa4vYeHus,

o 7 Do




; Hononnenue 1 k Ceptutbukaty cepun

CepTtudukar aHanuaa Ne 2

HaumenoBaHue npoaykunu: AMUOIOAPOH-JAPHUUA, TaBneTsu no 200 mr, no 10 TaBneTtox a KOHTYPHOA SYSHKOBOR
YNAKOBKE! N0 3 KGHTYPHEIE AYERKOBLIS YNIAKOBKK B NAUKE C MAPKWDOBKOM Ha YKDIUHCKOM
F3blKe

Homep cepuu: FK20421 Pasmep cepuu: 19269 ynax

HoMep perucTpaunoHHore UA/BS506/01/01

YAOCTOBEPEHUA!

AHanu3 BLINOMAHEH M0! MKK IC o1 31.10.2018 « perucTtpaunonHomy yaoctosepeHuic NeUA/SSOE/01/01

PesynwTaT aHanusa:

Ne n.n. HaumeHosaHue nokaiatens TpeGoganue HOPMaTUBHOR OOKYMEHTALMUK PesynsTar adanuaa
1 Caucauue TabneT 6enoro unm BENOTD CO CNETKa KPEMOSATbLIM OTTEHKOM CooteertcTayer
usera, NACCKCLIMMMHARUYECKOR QIOPMDI, C (HACKOA U PUCKOR
2 [oAnvHoCTs A. YO-CnekTp nornoweHus noNy4eHHore PacTeopa 8 obnactu oT Cooteerciayer
220 WM 40 280 1M AOMKEH MMETE MaKTHMYM OpK ANUHE BANHBI
{24142} HuM

B. Ha xpomaTorpaMmMax ucneiTvemoro pactaopa (b} v pacTeopa  CooTeercreyer
CPABHEHWA, NONyHEHHLIX B pazgene "KonudecTeeHHoe

onpeAeneHne”, BpeMeHa yaePXUBAHAS NUKa aMuo4apoHa

A0MKHLI COBNagaTh

C. XapaxTtepHan peakuun (b) Ha xnopuas Cooteertcrayer
3 QAHOPOAHOCTL AONPOBAHHBIX Cootsetciayet Tpebosannam FoY, 2.9 40 CooTaeTcrayer
eauHuL
PacnanaemocTs e Bonee 15 muH 5 mun
Conytersyoume npuMecu NiwoBo# npurmecu - He Bonee 0.2 % Cooreercreyer
Cymma npumescen - He Bonee 0.5 % 0.2%
8  Pacrsopenue CootaeTtcrayet TpeGosakuam FOY, 2 9.3 (npn Q=75%) Cooteetcrayer
7 Konuuecteewxoe onpegenerue 190 - 210 mr/1ab 202 wmritad
amMuoaapoHa rMapoxnopuaa
8  MuxpoBuonoruveckas ynucroTa CoorseTcTaenso MKK N1C CooTgetcTayer
S Ynaxoexa CooTetcTReHHo MKK AC CooTtaetcrayer
10 Mapxuposka CooTaetcrsento MKK NC CeoTaeTcrayeT

[lara okoHuaHua cpoka rogkoctu:  04.2024

XpaHenue: XPAHUTL B OPUTMHEAMLHOM YNAKOBKE NPU TEMNEPATYPE He Boiue 25 °C
3axkntousHKe: CooteeTctayeT tpebosanuam MKK N1C o7 31.10.2018 DerucTpaurcHEOMY YOOCTOBEDEHIO
NelA/6506/01/01

Hdara nognvcaHus: 13 O4. 2o B.o. HavansHaka OKK
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1. HaumeHoBaHue, cuna
OEeWCTBUA/aKTUBHOCTL, NTEKAPCTBEHHAs
chopma U pazmMep YyNnakoBKkKu
(VI,ELEHTH‘-IHO TeKCTY Ha YNaKOBKe
roTOBOM NMPOAYKUUU):

2, Homep cepur roToOBOH NPOAYKLMM;
3. CtpaHa-npoMzBoaUTEND!:

4. HaumeHoBaHUe CTPaHb! / CTPaH
Ha3HaYeHWsa ANA cepuu:

5. HomMep pervcTpaunoHHoro
YAOCTOBEPEHUA!

6, dara npousBgoacTBa:

7. [laTa OKOHYaHWA CPOKa rOAHOCTHU
(mMecsaiy v roa, nocne kotoporo JIC He
rnpumMmeHaeTca):

8. HazBaHwus, anpeca v HoMepa
NULEH3WIA BCEX YYACTKOR
NMPOU3BOLACTEA U KOHTPONSA KayecTBa:

i
P

9. CepTtudukarsl cooreercreus GMP
BCeX YHaCTKORB, YKa3aHHbIX B n.B:

10. PeaynbTaTtkl aHanuion:

11. KommeHTapuu:

12. 3asBneHue o ceptudukalmu:
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13. Uma v hamunus
YNONHOMOYEHHOTO NULa, KoTopoe
OCYWecTBNAET cepTUPUKALUI Cepum:

14. Moanuck YNonHOMOYEHHOTO NnuLa,
KOTOpPOE OCYlecTBRSAeT
cepTudmrKauuiK cepun;
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15. daTa noanucaHus:
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Agnpec 02093, r. Kmer, yn. BopuCnoibckasn

13
Ten./®axc: (+38044)568-32-10 INpwemuas :LO 02 8 5 7 3
(+38044)207-73-41 OTxesn KOHETPOJS® Kauec
(+38044)207-73-04 YrnonmHOMOYEHHOE NHLIC 10 Kadeorsy
(+38044)207-73-27 YnonHoMoudeHRoOe JMuo no dapMaxoHaz3opy

CepTudukar cepuu nekapcTBeHHOro cpeacTea

AMWOOAPOH-OAPHULA

1 TabneTtka cogepxuT amuogapora ruapoxnopuaa 200 mr,
TabneTkn no 200 mr

no 10 TabneTok B KOHTYPHOW AYElKOBON yNakoske; no 3
KOHTYPHBIE AYERKOBLIE YNAKOBKW B NAaYKe C MaPKMPOSKCWH Ha
YKPaWHCKOM A3blKe

FK30421

YkpauHa

Paazmep cepuu: 19603 ynax.

YKpawHa

UA/6506/01/01

anpene 2021
04.2024

NPOW3BEAEHO, BKIIOMARA YNAKOBKY/MBPKUPOBKY ¥ KOHTPCb
kadecTBa Ha HAQ «DapmauesTudeckas dupma «dapHuuar» no
aapecy: r. Knes, yn. bopucnonsckasn, 13;

nuueHsua AB Ne 588086, ceupeTtenscTso ob atTectaumn
nabopaTtopuin OKK Ne 128

ceptudukar 035/2018/GMP

npvseaeHtl B cepTuduKkaTe aHanmsa (qononsexue 1)

XPAHUTL B OPUrMHArLHOM YNAKOBKE NPU TEMNEPATYPE He Bhlle
25 °C

OTVM NOATBEPXAAN, 4TO BCE NPONIBOLACTBEHHBIC CTaAUN ANA
3TOW CEPUW rOTOBOW NPOAYKUUW Bbinu Npou3BEAEHbL! B NCNHOM
COOTBETCTEUM C TPEOOBaHUAMMN, YCTEHOBNEHHbBIMW B
aencreyrowem pykosoactee no GMP, yTeepaeHHOM
MWHWCTEDCTBOM 34PaBOOXPaHEHNR YKPaWHbLI, W ¢
TpebGoBaHUAMK PEMMCTPALMOHHOIO A0CEE CTPAHLI HAa3HAWEHUS.
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Dononnenue 1 k CepTUdinkaTty cepun

10028573

CepTudukar aHanusa Ne 3

HanmernosaHue npoaykunu: AMWOOAPOH-AAPHULIA Tabnetku no 200 mr, N0 10 TaBNETOK 8 KOHTYPHOR AYENKoBOH
YNAKOBKE, N0 3 KOHTYPHLIE AYERAKOBbLIE YNEKOBKW B NAYKE C MAPKADOBKON HA YXPAHHCKOM
A3blKE

Homep cepuu: FK30421 Pasmep cepuu: 19803 ynax.

Homep perucTpaynmoHHoro UA/B506/01/01

YAOCTOBEpEeHUSA:

AHanu3 BLINOMHEH No: MKK JIC o1 31.10.2018 k perucrpaunoHHomy yaocTosepenia NeUA/BS06/01/01

PeayneTar ananwusa:

Ne n.n. Haumenomanue nokasateris TpeBoBaHue HOPMAaTWMBHOW NOKYMEHTaUMK Pesynerar aHanuaa
1 Onucakue TabneTku 6enoro unu Genoro co CNerka KPEMOoBATbIM OTTEHKOM CoorseTtcrayeT
UEETE, NNOCKOUMNUHAPUYECKOW (DOPMbI, ¢ (DACKCH 1 PUCKon
2 [oanWHHOCTL A. YD-CNexTp nornoLweHns NONyYeHHoro pacTsopa 8 obnacTy oT CooTgetcrayer
220 1M 20 260 HM ACMMEH UMETE MAKGUMYM ADW ANUHE BOMHb
(241£2) Hm

B. Ha xpomarorpammax MCnbITyeMoro pacTeopa (b) u pactagpa  CooteeTcTeyer
CpaBHEHUA, NONYYEHHKLIX B pa3gene "KonuuecTeeHHoe

OfpefeneHne”, BpeMeHa YAEPKUBEHUA N1Ka aMUOAApOHa

ACRKHLI COBNAAaTs

C. XapakTepHas peakuua (b) Ha xnopuas CooTseTtcrayer
3 OAHOPOAHOCTL AO3UPORAHHBIX CoorsercrayeT Tpefosanuam MOV, 2.9 40 CootseTtcrayeT
eAMHUL
4 Pacnapgaemocts He Sonee 15 Muu 5 muth
5  ConyTcTeyoume npumecu NwGoi npumMecy - He Bonee 0.2 % Cootsetcipyer
Cymma npumecen - He Bonee 0,5 % 0,2 %
6 Pacrecpenue Coorsercrayer Tpetosanvam MY, 2.8.3 (npu Q=75%) Cooteetcrayer
7 KonuuectsewHoe onpegensnue 190 - 210 mr/Tab 206 mr/Tab
amuoaapoHa rugpoxnopuaa
8  MukpoBuonoruyeckan u4cToTa CooTsercteeHHo MKK N1C CoateeTcayer
9 ¥Ynakoeka CoorsetcTeeqHo MKK NC Coorsercteyer
10 Mapkuposka CooteerciBeqro MKK NC Cootsertcrayer

Hata okoHuanus cpoka rogHocT:  04.2024

XpaHeHue: XPAHUTL B OPWUIVHANBHOW YAKOBKE NPy TEMNEpaType He esiwe 25 °C
3akntoveHue: CooreetctayeT Tpeborannam MKK 1C o1 31.10.2018 « PErNCTPAUMOHHOMY YAOCTOREPEHUK
NeUA/6506/01/01

Hata noanvcanus: _ /fj '\;‘51_‘_26'2 ( B.o. Hauaneruka OKK:
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