CepTudpukart cepum riekapcTBeHHoro cpeacrea

1. HaumexoBauue, cuna
AeNCTBUA/AKTUBHOCTL, NEKapcTBeHHan
chopma U pasmep ynakoBku
{(MAeHTUYHO TEKCTY Ha ynakoske
roTOBOW NpOAYKUWK):

2. Homep cepuu roToBOW NPOAYKLMHK:

3. CTpaHa-npou3BoguTerb:

4, HaumeHoBaHue cTpaHbl / cTpaH
HaszHaueHWa Ans Cepun:

5. Homep perucTpauuoHHOro
YAOCTOBEPEHUA:

6. [lara npoussoacTea:

7. [lata OKOH4YaHWUA CPOKA rOAHOCTH
(mecsiy u rog, nocne kortoporo JIC He
npUMeHseTCH):

8. Hassanusn, agpeca ¥ Homepa
NWLEeH3nKi BCeX y4acTKoB
Npou3BOACTEA U KOHTPONA KavecTBa:

9. Ceprudbukarnbl cooTBeTcTBUs GMP
BCEX YYACTKOB, yKa3aHHbIX B n.8:

10. Pe3ynbTaTh! aHanu3oe:

11. Kommenrapuu:

12. 3anBneHue o cepTuthuKalmnn:

13, Vima u hamunun
YRoNHOMOYEHHOIo Nuua, KoTopoe
OCYIECTENACT CEPTU(DUKALINIO Cepun:

14, NMopnuces YNonHoMOYeHHOTO NINLA,
KOTOpOe ocyuwecrenser
cepTuthnKauuio cepuun.

15, Bara noanucanus:

Appec 02093, r©. Kwuee, yn. BOPUINONBCKA
Tan, /Paxc:

{(+3B044)568~32~10 [puaxHas
(#38044)207-73-41 Oznen KOHTPONR Kadedc

BEPOMIEKCUH-OAPHULA

1 TabrieTka coaepkuT: BpomMrekcuHa ruapoxnopuga 8 wr,

TabneTku no B mr

no 20 TabneTok B KOHTYPHbIX AYEAKOBBIX YNaKoBKaXx.

MapKupoBKa Ha YKPauHCKOM A3bike

BS10121
Yapauxa
YKkpauHa

UA/5902/01/01

aueaps 2021
01.2024

NPOU3BEAEHO, BKINIOYAA YNAKOBKY/MEPKUPOBKY 1 KOHTPOMB
kavyecTsa Ha YAO «Dapmatiestudeckas thupma «[dapHuliar rno

appecy: r. Kuee, yn. Bopucnonsckas, 13;

nutieHsns AB Ne 598086, ceuaerenscTeo ob artecTaluM

nabopatopuit OKK Ne 128
cepruchvkar 035/2019/GMP

npuBeaeHbl B cepTudukaTe aHanusa (AononHeHue V)

XDaHWUTL B OPUTVMHANBHOM YNakosKe Npu TEMNEpaType He Bollle
25°C. XpaHuTb B He JOCTYNHOM ANA feTen mecre

STuM NOATEEPKAAK0, YTO BCE NPOVSBOACTBEHHbIE CTadUn ANS
3TOV Cepuit FOTOBOK NpoayKUwK Bbiny NPoUsBEAEHb! B NOMTHOM
COOTBETCTBMM C TpeboBaHUAMY, YCTAHOBNEHHBIMI B
pencteyioliem pykosoactee no GMP, yTeepaeHHOM
MUHNCTEPCTBOM 3ApaBooXpaHeHna Yrkpautss, 1 ©
TpeBoBaHNAMI PEMMCTPALIMOHHONO A0CLE CTPaHbLI HasHaueHua.

10026114

{+38044)207-73~04 YnonuouowenHose MU0 10 KaveoTRy
{+38044)207~-73-27 YnonHOMOUSHHOE JMUO DO dapMaxoHAnBODY

Paamep cepuu: 96694 ynak.




ﬂmﬁanﬁgrmé Geggga]y glpm

Ceptudomkar aHanusa Ne 1

Haumenosanve npoaykumm BEPOMIEKCHH-OAPHWLIA, TaBneTiv no 8 mr, no-20 raBnetox s KOHTYDHBIX SUEiioBLX
yraxosrax: Mapiiposka Ha yRpavHEkom sasike

Homep cepuu: B510121 Pasmep cepum: 96694 ynax,

Homep perucTpaymuonsore UABR02/01/01

YAOCTOBEpEHMA;

AHANNASZ BBINGIHEH NO: MKK JIC k perncTpauuonsomMy yaocToseperno NeUA/S902/01/01

PeaynwTar aHanuia;

Ne n.n. Hawmenosanue nokasarenss  TpeGosanve HOPMATUBHOR QOKYMENTaLWI PeayribTar ananusa
1 Orucanue Tabnerwy benoro ugera NAOCKOLMNMHAPWSECKoN hopisi © Coorserorsyer
thackon
2 Vgewrndurauns AL YO-CnenTy Nornowesns NosTyemMore pacracpa 8 obhactn ot Coorsetcrayer

230 v n0 330 um ponses MeTs MEKCHUMY MBI NPW OITAHEY BOIMH

(2B042) um vonpu (31822) 5w

B. CooTtsercTsne yposHelt 4 SBNuMAHL OCROBHEN METaH Ha Cooteercrayer
ApOMaTorpaMMax nensiTyemoro pacteopd (b v pactacpa

CpasHenys (o)

3 PaonalssmocTs He bonee 15 mun 1 muH

4 DoHODOOHOCTH BONDOBAHHEX Cootaercrayer rpebosanusm [OY, 2940, MNpuemuoe uncno AV Cooreercrayer
eauHnL He Bonee 15,0

5 ConyrorByiowme npuvecy HoGon npumecy - e Bonee 0,25 % CooreercTeyer

8 Pacrsopsuue Coorsercrayer Tpebosanuam MDY, 2.9.3 npu Q=75% 3a 45 M Coorsercrayer

7 MukpoGuonormseckas wnetota CootaercTeedss MKK TIC Cooteererayer

&  Konuwuecrsewuoe onpenenedve 7.2 - BE wifrab 7.7 writad
Spourercuna rnpoxnopuna

9  Vnakoeka CootseTorReRHe MKK IC Cooreererayer

10 Mapkupoake Coorsercreenns MKK NG Cooreercrayer

Hava okosuanus cpoka rogrocTin 01,2024

Xpanenue: APBHATE. B OPUIVHANBHOW YNBKOBKE NPV TEMTIEDaTYDE HE Bbnue 25°C, KpauuTe 8 HE AOCTYIHOM 4Ns QeTen
MECTE
ZaxrpoveHue; Coorsercrayer rpefosanman MKKJIC « PETUCTRBUMOHHOMY yAOCTOBEPEHM NeUAIS002/01/01

Hara nognvcauns: / Hauansui QKK
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=l napHuUuA

Haumenosanue npogykumn;

Homep cepun:

Homep peructpaunonsoro
YROCTOBEPeHUA!

AHanuz BLInonHeH no:

" PeayneTay aHanuaa;

Ceptudbukat ananuza Ne 5

EPOMIEKCH-0APHIALA, TabneTiu no 8 M7, O 10 7Ta0NeTOK B KOHTYPHOM AYEiKOBOR
ynakoeke; Ao 5 XOHTYPHLIX AYERKOBBIX ynarosok B niauke, Mapkuposka va yrpaueckom
A3bIKE

BR51121
UAI5302/01/01

Pazmep cepun: 39895 ynak:

MKK NC o7 15.02.2021 « pemcTpauuoHHomMy yaocToeepeHnk NeUA/S002/D01/01

i

Ne n.m.  HavmeHeosadue nokazatens

TpeGoRaHMe HOPMATUEHOI BOKYMEHTALNN PesyneTaT ananuza

1

2

.Y

® ~ B

Onucanue

HaeHTndvkanus

Pacnapaemocts
OaHOPOAHOCTE AO3NBORAHHEIX
enuHLIL

ConyTeTayiowme npumecy
Pacveopenue
MukpoSuononmeckas uuerora
KonudecTeentoe onpegencHue
Gpomrexcua ruapoxnopuaa
¥Ynakoeka

Mapkvporka

Tatnetrn 6enoro ueeTa NROCKOUMNAUHARUYECKOR hopME ¢ Cooreetcrayer |
thackoi

A Y-enexip nornoweHua nensryemoro pacTeopa e obnaciv o7 Cooteetcrayer
230 um 55 330 HM JonKeH UMETE MaHCUMYMEI DDW SNUHEX BOMH

{250%2) um 1 npw {31822) um .

B Ha xpomartorpamme venmiryemoro pacyaopa (b), nonyJennot 8 CooTeercrayer
paznene "ConyTeTRyIME NpUMEeH”, ACM¥HO 0BHapyxMBAaTLCA

OCHORHOE fIATHO HA YPORHE OCHOBHORC NATHA Ha XpoMaTorpamme

PacTaopa CpasHeHMA (C), COOTEETCTBYIOLISE BMY N0 BENUIMHE

He Gonee 15 mua : 1 M
CooTaeTcTByeT TpeSoranuam MY, 2.9,40, CooTeetcTayet

Fipuemuce Yucro AV < 15,0

NMwBol npumecy -He Gonee 0,25 % CooTeetcrayer ¢

Cooveetciayet TpeboRaHuam MDY, 2.9.3 npy Q=75 % 3a 45 muy  Cooreetciayet
CootaevcTeenHo MKK 10 ' CooTeetcTayet
7.6 -84 mritab 7.7 mifTad

CooteetcraeHHo MKK NIC ‘Ceo“rae'rc:rayer

CooreeteTReHdo MKK /10 . . CootaeToreyet

3,

&

Harta okenvanus cpoka rogHocTh: - 11.2024

ApaHeHue:

Jaxncyedne:

fara noanucanus: AF A4, 2O24

MecTe

XPEHNTL B OPUrMHANLHOR YRAaKoBKe NPK TeMNepaType e eeiue 25 °C. XpaHuts 8 HEeAOCTYNHOM ANA peTel

CooTeercrayet Tpeboranuam MKK NC or 15.02.2021 & PEMCTPRLMOHHOMY YACCTORBEREHUD
NeUA/S802/01/01 =

=003 17 T4



OAPHULLA

Agpac 02083, r, Kuem, yu. Bopuononnc

Ten./®axa: {+38044)568-32~10 fpueMpas 0031 71 4
{#+38044) 207~-73~41 Cwzen =ORTponS navze

{(+38044) 207-73-04 YnoanoMoweRROon IHIO N0 XAZQCTEY
{+38044) 207-73-27 VOONHOMOVOHRHEGS /MAIC IO c};apmaxona,qaopy

CepTudukar cepmn nekapcTBEHHOrO cpeacTRa

1. Haumenorauue, cuna

AecTEVA/aKTMRHOCTE, NeKapcTBeHNaa

$opMa 1 pazMep YNakoBKW
{MaeHTUYHO TEKCTY HA YRaKORKe
TOTOBONW NPOAYKLNK);

2. Homep cepun roToBo# Npogykumui:
3. Crpasa-npov3BoanTEnk:

4. Haumeroeanme cTpaunl / cTpad
HasHaveHUA AN cepun:

5. Homep permcTpalnoHHoro
yYAOCTORepeHwuA:

6. Bata NpoM3BOACTEA;

7. [laTa okoH43HUA CPOoKa FOAHOGTH
(mecay n rog, nocne ketoporo AC He
nprMenneTea):

8. Hazeanug, anpeca u Homepa
fIRLUEHINA BCeX YYACTKOB
NPCM3BOACTEA ¥ KCHTRONS KavyecTsa:

9. CepTuchukathl cooTeeTCTEUR GMP
BCEX Y4ACTKOR, YKA3aHHBIX B N.8:

10. PeaynbTathl aHanusoe:

11. Kommenrapun:

12, 2anaenenue o cepTudinkaumu:

13. Ums » hamunmna
YnonHoMoueHHdro Ruua, koTopoe
OCYIWECTENALT CEPTMHMKALINIO Cepum:

14. Nognuce YRoRHOGMOYeHHOTO nuua,
KOTOPGe oCcYWecTENAST
CepTUhUKALIUIO CepuM;

15. Aata noanucaHng:

BPOMIEKCUH-OAPHUUA

1 TabneTka cogepuT: 6pomraxcm-|a Fugpoxnepvaa 8 Mr,
TabneTxu o 8 Mr \

no 10 TabneTok B KOHTYPHOMN AYElKOROH YNakosKe; no 5
KOHTYPHBIX AYEHKOBEIX YNAKOBOK B fadke. Mapkupoeka Ha
YKPAUHCKOM R3bIKe

BR51121
Yupauua
YkpauHa §

Pazmep cepun: 39895 ynak.

UA/5802/01/01

HosGpb 2021
11.2024

NPOKSBEASHD, BKAIOMARA YNAKOBKY/MAPKNPOBKY W KOHTPOME -
kauectea Ha HAQ «®apmauestudeckas dupma ¢dapunla» no
agpecy: 1. Kues, yn. Bopucnoneckasn, 13;

mverzua AB Ne 598086, cempgetenscteo 06 arTectaumm
naGopatopuii OKK Ne 128

cepTucbukat 035/2019/GMP B *

NpyeegeHsl B cepTudukaTe aHanusa (gononHexuve 1)

XPaHUTE B OPUIMHANBHOR YNAKOBKS npy Temnepa-rype He Bhie
25 °C. Xpauuis B Hegoc'rynﬂom Aana petei mecre

STUM NOATEEPXKAAI, HTQ BECE NPOWIBOACTEEHHLIE CTagun ana
97Ol cepvm roToRoi NpoAYKUMK BLinn npovsseaeHsl B NOMHOM
COOTEETCTRUM € TPEBOBaHNAMY, YCTAHOBNEHHEIMA B -
AedcTayowen pyRoBoACTRE no GMP, yTRepxasHHOM
Munncrepcisom agpascoxpaHeHus Ykpause), v c
TPEBOBaHUAMN PRIVCTRALVMCHHOD AOCLE CTPAHS! HASHAYSHUS.

CEPUS PAZPELIEHA
K PEANTU3ALIAM

i A

YNOMHOMOMEHRHOE MULO
: " opomxoga O.f,




i

{ aAPHUUA

1. HaumeHoBanue, cusna
[AeACTBUA/aKTUBHOCTb, NIEKaPCTBEHHAA
dopma 1 pazmep ynakoBku
(MOEHTUYHO TEKCTY Ha yNaKoBKe
FOTOBOW NPOAYKUUU):

2. Homep cepuu roToBOW NPOAYKUMNL

3. CTpaHa-npouaBoauTeNnb:

4, HaumeHoBaHue cTpaHbi / CTPaH
Ha3HaYeHUA ANs Cepun:

5. Homep perucTpalMoHHOro
YAOCTOBEPEHUA!

6. [lata npousBoAcTBa:

7. [lara OKOH4aHUA CPOKa rofHOCTH
(Mecay 1 rof, nocne KOToporo JIC ne
npuMeHseTca):

8. HassaHus, anpeca u HoMepa
nuUeH3uii BCex yHacTKos
NPOU3BOACTEA U KOHTPONS KayecTaa:

9. Ceptudukatsl coorBetTcTBUsi GMP
BCEX Y4ACTKOB, yKa3aHHbIX B Nn.8:

10. Pe3ynbTarbl aHanm3oB;

11. KomMmeHTapuu:

12. 3asBnexHue o cepTudukaumnn:

13. Umst u chammunus
YHONHOMOUYEHHOIo NKLia, KoTopoe
ocyLecTBNAET cepTudprkaLuio cepun:

14. Moanuck YNONHOMOUYEHHOI0 NNULa,
KOTOpOE ocylecranaer
cepTUUKaLuIo Cepun:

15. Jara noanucaHus:

Agpec 02093, r. Kues, yx. Bopucnonsckas, 13

Ten./daxc: (+38044)568-32-10 IpuemHas 1 00286 4
(+38044)207-73~41 Opgen KOHTPONSR Kadecrha

(+38044)207-73~04 YnonHOMOYEHHOS JULO IO Kavecrsy

(+38044) 207-73~27 YRONHOMOWGHHOE MO HO bapmaxoransopy

Ceptudoukat cepun nekapcTseHHoro cpencrTBa

BEPOMI'EKCUH-OAPHULIA

1 TaBneTka conepxuT. BpoMrekcrHa rugpoxnopnaa 8 mr,
TabneTkv no 8 mr

1o 20 TaBneToK B KOHTYPHbIX AYEAKOBbLIX yNakoBKax.
MapKupoBKa Ha YKPauHCKOM A3bIKE

BS10121
YkpaviHa

Pa3amep cepuu: 96694 ynak.

Ykpau+a
UA/5902/01/01

anBapb 2021
01.2024

MPOVaBEAEHO, BKITIONAA yNaKoBky/MapKUpOBKY U KORTROME
kauecTBa Ha YAO «dapmauesTudeckas dupma «dapHuyar no
aapecy: r. Kues, yn. bopucnonbckas, 13,

nuuensust AB Ne 598086, cBuaeTenscTso 06 atTecTauun
nabopatopuit OKK Ne 128

ceptuchukar 035/2019/GMP

npuBefeHbl B cepTudukaTe aHanusa (nononHerve 1)

XPaHUTL B OPUTAHAINBHOR yNakoske Npu TeMMepaType He Bbille
25°C. XpaHuTb B He [JOCTYNHOM Ans aerten mecre

3TUM NOATBEPXKAAIO, YTO BCE NPOUBOACTBEHHbBIE CTAANA ANA
3TOM Cepuy roToBoM MpoAyKLuy Beinmv nponssefeHb! B NMoHOM
cooTBeTCTBUM ¢ TpeboBaHNAMY, YCTAHOBNEHHBIMUY B
AefcTByIOlLEM pykoBoacTee 1o GMP, yTeep)aeHHOM
MuHUCTEPCTBOM 3APABQOXPAHEHNA YKpauHbl, ¥ €
TpeBoBaHNAMM PETUCTPALIMOHHOrO A0ChE CTPaHbl HA3HAYEHWA.




HaumeHoBsanue npoaykuuu:

Homep cepun:

Homep perucTpaynoHHoro
yaocToBepeHus:

AHANU3 BLINONHEH NO!

PesyrisTar ananusa:

0028694

Ceprudpukar aHanusa Ne 1

BPOMIEKCUH-OAPHULIA, Tabnetku no 8 Mr, no 20 TabneTok 8 KOHTYPHBIX S4EHKOBbIX

ynakoskax. Mapkuposka Ha yKpauHcKoM sasike
BS10121
UA/5902/01/01

MKK JIC « pernctpauyuoHHomy yaocToseperuio NelA/5902/01/01

Paamep cepun: 96694 ynax.

Ne n.n. HawmeroBanue nokasatens TpeGoBanue HOPMAaTUBHOM AOKYMEHTALMAM Peaynkrar ananuaa
1 Onucaxve TabneTky 6enoro LBETa NNOCKOLMNNHAPUHECKOR hOPMbI C CooTsercrayer
thackon
2 Wpextudvikaums A. YO-cniekTp NorioweHns neneiTyemMoro pactaopa 8 obnactu ot CooTaetcrayert
230 Hm 40 330 HM JOMKEH UMETL MAKCUMYMbI DU AMVHAX BONH
(250£2) Hm v npw (31822) Hm
B, CooteTCTBME YPOBHEN W BEMMMNHLI OCHOBHbIX NSITEH Ha Cootgetcrayer
xpomarorpammax ucnbeiTyemoro pactsopa (b) 1 pacreopa
cpasHeHus (¢)
3 PacnagaemocTs He Gonee 15 mun 1 MUH
4 OpHopoaHoCTs AosupoBanHbix  CootsercrayeTt TpeBosanuam Y, 2.9.40. MNpuemHoe uncno AV CooteeTtcrayer
eAnHnY He Bonee 15,0
5  Conyrtcreywowme npumecu TNwoBoit npumecy - He Bonee 0,25 % CooTteercreyeT
6  Pacrsopenve Coorsercrsyer TpeGosanuam [®Y, 2.9.3 npu Q=75% 3a 45 mus  CooTeeTcTBYyeT
7 Mukpobuonorudeckas yucrorta CoorseTtcraeHHo MKK J1C CoorseTcrayer
8  KonuuecteeHHoe onpepenene 7.2 - 8,8 mr/tab 7,7 mrivab
Gpomrekcura ruapoxnopuaa
9  Ynakomka CooTseTcreenno MKK N1C CootseTtcTryeT
10 Mapxuposka CooteercrBenno MKK f1C CoorsercTayer

[laTta okoH4YaHUA CPOKA roHOCTH!

XpaHeHue:
mecTe

3aknoveHne:

Hata nognvcanus:

01.2024
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XpaHuTh B OPUIMHaNLHON YNakoske Npy TemMnepartype He ssiwe 25°C. Xpauuts 8 He AOCTYNHOM Ans feted
Coorsercrayer TpeGosanuam MKK J1C k peructpaumonHomy yaoctosepenmio NeUA/5902/01/01
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Munuenko B.A.
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