Anpeca 02093, M. Kwis, Byn. Bopwcninbebka, 132

Ten. /Makc: (+38044)568-32-10 MNprimancHa
ﬂ n p H u u g (+28C44)2C7-72-41 Bipain KoHTPONKD AKOCTI
(+38C44)20C7-72-C4 YnorHOBaMeHa ocoba 3 AKoCT |

(+28044)2C7-72-27 YnoeHosaxeHa ocoba 3 dapmakoHarnagy

Ceptudikar akocri / Ceptudikar aHanisy Ne 170000014290

1. HallmeHyBaHHA NpoayKLii:

{Ha3Ba, CUNa AiifakTUBHICTb, NiKapcbKa dopma Ta
po3Mip YNakoBKW (iAeHTUYHO A0 TEKCTY Ha
yNakoBLi roToBCT NpoAyKLii))

2. Homep cepii:
3. Posmip cepi:
4. KpaiHa-BMpOGHWK:

5. HaiimeHyBaHHA KpaiHM / KpaiH npusHa4YeHHA
AnA cepii:
6. Homep peecTpauifiHoro nocsigyeHHn:

7. flata BupoGHMLUTBa:

8. flaTa 3aKiHYe€HHA TepMiHY NPUAATHOCTI
{micaub i piK, nicna Akoro J13 He 3acTOCOBYETLEA):

9. Haspa, agpeca Ta HOMepW NileH3iA BCiX
AiINbHULE BUPOGHULITBA | KOHTPONKD AKOCTI;
Ceprndikatn signosinHocti GMP Bcix
AINbHMLb:

10. AHani3 BUKOHaHWH 3rigHo:

Pe3synbTaTh aHaniay:

ACKOPBIHOBA KMCNOTA - BAPHIMUA

1 M PO3YKMHY MICTUTb ackopbiHoBoi kucnot 100 mr
PO34KMH ANA iH'ekuii, 100 mr/mn; no 2 mn B amnyni

N2 10 (5%2) B nayui 3 MapKyBaHHAM YKPaiHCbKOK MOBOIO

AG101122
8,254 YN
YKpaiHa

YKpaiHa
NeUA/2991/01/02

11.2022
11.2024

BUpoGReHO, BKAIDYAUM YNaKoBKY/MapPKYBaHHA Ta KOHTPONb AKOCTI Ha MpAT
«PapmauesTiyHa dipma «JapHuUA» 3a agpecoto: M Kuie, Byn. bopucninbcbka,
13;

niyeHzia AB Ne598086;

CBigoUTBO Npo atecTauile naGopatopii BKA Ne 128;

ceptudikat GMP N¢ 050/2022/GMP

MKA /13 ao peectpauiiiHore noceigueHHa NeUA/2091/01/02 gig 28.04.2017
Ne478, 3i amiHamn

N2 n.n. HailiMeHyBaHHA NOKazHUKa Bumorn HopmMaTHBHOI JOKYMeHTau i Pe3ynbTar aHanisy
1 onunc Mposopa BezbapeHa abo 3nerka sabapsneHa pigvHa Bignosigac
2 InenTndikauia A YO-CnekTp NorMHAHHA BUNpodYBaHOro po3unHy, NpuroTosieHoro, Bignosigae

AK oNWcaHo B po3fini "KinbkicHe BusHaveHHsA", B obnacTi sig 220 Hm
1,0 280 HM NOBUHEH MaTW MAKCHMYM MOTNWHAHHA NPy NOBKUHI XBAI
(24312) Hm (ackopbiHoBa KMCnoTa}

3 lnenTndikauia B fkicHa peakuia (ackopbiHoBa Kncnota} Bignosigae

4 Mpo3sopicTb MpenapaTt mMas 6yTH NPO3oPUM Bignosigac

5 KonbopoBicTh OnTUYHa rycTHa npenaparty He bGinbwe 0,02 Bipnosigae

6 pH 60-70 6,6

7 LaeneBa KuCnoTa He 6inbwe 0,3 % Bipnosigae

) O6'em, WO BUTATAETHECA MpenapaT NOBUHEH BiANOBIAaT BumMoram A0Y, 2.9.17 Bipnosigae

9 MexaHiuHi BKNIoYeHHA: BARUMI Binnoeinae sumoram AOY, 2.9.20 Bipnosigae
YaCTMHKK

10 MexaHiuHi BKNoYeHHA: HeBWAWMI  Bignorinae sumoram J10Y, 2.9.19, metop 1. Bipnosigae
4acTKK

11 CTepunbHicTb MpenapaTt mMac 6yTH CTePUIBHUM Bignosigac
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MpoacexkeHHa CepTudikat Axocti / CepTudikar ananizy N2 170000014290 m ‘I|I||‘I”l”ll||”I||"”I|I‘||||"I”| m

12 BakTepiaibHi eHAOTOKCUHN IpaHU4YHa KOHUEHTpALig eHAOTOKCHMHIB — MeHwe 120 MO/Mmn Bipnosigae

13 KinbKicHe BU3HauYeHHA AckopbiHosoi kncnotu 95 - 105 mr/mn 100 mrimn

14 YnakoeKa BignoeigHo go MKA N3 Bipnosigae

15 MapKyBaHHA BignoeigHo go MKA N3 Bipnosigae

11. KomeHTapi: bes komeHTapiB

12. ¥moBn 36epiraHHA: B opwritanbHi ynakosui npu Temnepatypi He Buwe 25°C. He 3amopoxyBaTi. 36epiraty B

HeAOCTYNHOMY ANA AiTER Micui.

13. 3aaBa npo cepTugikauiro: Lum nigareepaxyio, Wo BCi BUpoBHUYI cTagil Ans Liel cepil roTogol npoaykuil 6ynu nposeaeHi
B NOBHINA BIANOBIAHOCTI 3 BUMOraMy, BCTaHOBNEHUMY B YAHHOMY KepiBHUUTEI no GMP,
aateepaxeHomy MiHicTepcTBOM OXOPOHM 3A0POB'A YKpaiHK, | 3 BUMOraMy peecTpauifiHoroe
AOCBE KpaiHW NPU3HAYeHHA

Cepia nossoneHa Ao peanisauii / BinpaHTaxKeHHA 3 13.12.2022

3aTBEpAXKYIO

MIb: OxoTHikoea T.M.

Mocapa: YnoBHoBaXxeHa ocoba

MianucaHo enekTpPoHHUM nignvcom: 13.12.2022  16:20
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12 bakTepianbHi eHOCTOKCUHK lpaHUyHa KOHUEeHTpaLifA eHOOTOKCWHIB - MeHWwe 120 MO/mn Bignoeigae
13 KinbKicHe BU3Ha4eHHA ackopbiHogoi 95 - 105 Mr/mn 99 mrimn
KMCNOTH
14 ¥Ynakoeka BignoeigHo go MKA N3 Bignoeigae
15 MapKyBaHHA BignoeigHo go MKA N3 Bignoeigae
11. KomenTapi: Bbes koMeHTapiB
12. YmoBu 36epirannn: B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 25°C. He 3amopoxyeath. 36epiratv B
HEeQOCTYMHOMY ANA giTeld Micui.

13. 3anBa npo ceprndikanio: Lum nigreepaxyio, wo BC BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOBHIii BigNOBIAHOCTI 3 BUMOraMK1, BCTAaHOBNEHUMKW B YMHHOMY KepiBHUUTBI no GMP,
3aTeEepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiiHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin po3BoneHa go peanisauii / BigBanTaxeHHn 3 27.04.2023

3aTBepaKyio

MNib: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 27.04.2023  15:26
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Afpeca 02093, m. Kwis, eyn. Bopucninbcbka, 13

Ten./®akc: {+38044)566-68-78 [lpuimanbHa
n n p H u u ﬂ (+38044)207-73-41 Bippin koHTponic AkocTi
(+38044)207-73-04 YnoshoBameHa ocoba 3 AxocTi

(+38044)207-73-27 ¥noeHoBaweHa ocoba 3 dapmakoHarnAgy

CepTudikar akocri / Ceprndikar ananisy N¢ 170000019954

1. HaiimeHyBaHHA npogyxuyii:

(HazBa, cuna fii/aKTMBHICTL, Nikapcbka popma Ta
pOo3Mip YNakoBkK {iGeHTUYHO A0 TEKCTY Ha
YNaKoBLi roToBol NPoAyKLUii))

2. Homep cepii:
3. Poamip cepii:
4. KpaiHa-BupoGHUK:

5. HaiimenyBaHHA KpaiHW / KpaiH npU3HavueHHA
ansa cepii:
6. Homep peecrpauifiHoro nocpigveHHn:

7. Bata supoGHMLTBa:

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

9. HasBa, agpeca Ta HoMepW niLeH3iA BCiX
AinbHMLL BUPOGHULTBA | KOHTPONIO AKOCTI;
Cepmudixatu BignoeigHocti GMP Bcix
AinNbHALYDL:

10. AHani3 BUKOHaHWIA 3rigHo:

PeaynbeTaTh aHanisy:

ACKOPBIHOBA KMOIOTA - OAPHWLA

1 Mn po3uKHy micTuTe ackopb@iHoeoi kucnoth 100 mr
Po34MH ANnA iH’ekuii, 100 mr/mn; no 2 mn B amnyni

Ne 10 (5x2) e nayyi 2 MapKyBaHHAM YKPAIHCLKOIC MOBOIO

AG10423
26,615 YN
¥KkpaiHa

¥YkpaiHa
NeUA/2991/01/02

04.2023
04.2025

BUpobneHo, BKAOYAICUM YNAKOBKY/MapKYBaHHA Ta KOHTPONb AKOCTI Ha [pAT
«(QapmauesTUuHa dipma «fapHuuAa» 2a agpecoio: M Kuie, Byn. bopucninecbka,
13;

niuenzin AB Ne598086;

CBigouTBO Npo atectauilo nabopatopiin BKA No 128;

cepTugikat GMP Ne 050/2022/GMP

MKA N3 po peectpauiinHoro noceiguyeHHa N2UA/2991/01/02 Bipg 28.04.2017
Ne47 8, 3i amiHamm

N°n.n. HaiAmeHYBAHHA NOKAZHWMKA BumMorm HOpMaTUBHOI fJOKyMeHTalii PeaynbTaT aHaniay
1 onuc Mpo3zopa BesbapeHa abo znerka 3afapeneHa piguHa Bipnosinae
2 laeHTUDiKaLin A Y@-cnekTp nornMHaHHA BUNpobyBaHOro po34nHy, NpuroToBneHoro, Bignosigae

fIK onucaHo B po3aini "KinbkicHe Bu3HadveHHA", B obnacti Big 220 Hm
Ao 290 HM NOBMHEH MaTX MAKCUMYM NOTAMHAHHA NPU AOBXKWHI XBUNI

(24312) Hm
3 laeHTUDiKaLis B AkicHa peakuin (ackopbiHoBa KucnoTa) Bipnosigae
4 MposopicTb Mpenapar mae BYTH NPO30PUM Bignoeigae
5 KonbopoeicTe ONTWYHA NYCTWHa Npenapaty He Ginblwe 0,02 0,00
5] pH 60-7,0 6,4
7 WlaBneBa KuCnoTa He 6inbwe 0,3 % Bignoeigae
B Ob'em, WO BUTArAETLCA Mpenapar mae signosigat Bumoram Ady, 2.9.17 Bignoeigae
9 MexaHiuHi BKNIOYeHHA: BMauMi Bignosinae sumoram Ady, 2.9.20 Bignoeigae
YaCTUHKK
10 MexaHiuHi BKNIoYeHHA: HeBuguMi  Bignoeinae eumoram A®Y, 2.9.19, meton 1.B Bignoeigae
YaCTUHKK
11 CTepuibHICTb Mpenapar mae ByTH cTepUAbHUM CrepunbHUiA
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‘Agpeca 02093, . Keli, ‘syn. Bopuicninscoka, 13
Ten./®axc: {+38044).568-32-10 MNpuiimansua
(+38044}1207-73-41 Binain . komTponio. skocti A
(+38044y207-73-04- YnosHosawena ocoba 3 akocii
1+38044)207~73-27 YrosHosamena, ocoba 3 Gapmacriarnaay

Ceprudixar akocii / Ceprudiar ananizy Ne 170000005840

1. Haumgnyaanss ipogyiuii: , ACKOPBIHOBA KUCNOTA - HAPHULS o

(nassa, cuna piifakTiBHicTb, nikapcsKa dopriata 1 MrPoIUMHY MICTUTH ackopbiHosol Kiicnotn 00 Mr

po3Mip yNakoski (IleHTHUHO 40 TEKCTY Ha pozuuH ana in'exuiit, 100.mr/vn; o 2 min B amnyni

ynakosui rotosoi npogyxuit) Ne 10-(5x2) B nauui 3-MapKyBaHHAM YKPATHCHKO0 MPESIO

2. Homep cepii'. AG30522

3. Poamip cepii: 26,496 TV

4, Kpaiva-supobHuk: Yrpaina

‘5. Hatimenysanun kpaiiu / Kpain npuanadsHis Vepaita

-BH# cepil.

‘6. Homep peecrpaylitHoro nocsiguenns: NeUA/2991/01/02

1. Qara snpobuuursea: 05.2022

8. Bara sakinvennn Tepriny npuparnoeri 052024

{micaup i pik, nicna.skoro J13 He. 3aCTOCOBYETHER):

9: Hasga, dfpeca Ta. Homepy niyeusii scix ‘BUPOBIBHD, BKRIOURIOUN YNaKOBRY/MAPKYBAHHS T3 KPHTBOAE AKoCT Ha MpAT
BAifibHUUL BupoGHLTEA | KOHTROAW siKoCT] -«Qapm‘auemmwa dipma «flapHuuay 3a appecoio: m Kuie, yn: Bopucrinbeska;
Ceprudikaru signosiguocri GMP scix 13, o

AiNbRALED; niyensin AB Ne59808E;

CBIAOUTBO Npo.aTecTallio. iaboparopii BKA Ne 128:
ceprudixar GMP Ne 035/2019/GMP

10, Anania BUROHAHIN STIAHG? MKA 113 go peecrpauiithioro nocsiguern NeUA/2991/01702 sin 28.04.2077
Ne478, 3i sminamu '

Peaynvrarw ananizy:

Nenn Halimedysauus nokazHuka Bumoru nopmatuenol qokymenTauii Pezynwrar aHanizy
1 Onue Npo3sopa GesbapsHa abo snerka 3abapenena piguHa Binnosigae
9 IneHTidiradia A Yi=enekrp. notnuHanHs BANPOBYBAHOTS PO3YUHY, NPUIOTOBACHOIO, Bifinogigae

AK onucaso & pospini "KinbkicHe susHadenn®, 8 obnacri gig 220 um
B0 290 HM HOBUHEN MATH MAKCUMYM NOFAMHAHHA 1PY ROBXUHI XBUA
(24312) nm (ackopGinosa kuciora)

4. Hentndikaiia B Axicna peakuin (ackopbinova KicrioTa) Binriosinae
4 Tposopicis TipenapaT mae Gytv npo3opum: Bignosinae.
5. Konsoposicib: "OnTnuRa ryctuda npenapary ke Sinsie 0,02 Bianowinae
A PH 6,0-70 6.4
7 . Wagriesa Kiciata. He Ginsuie 0,3 % Biariowiijae
8 Of'em, 1o BUTAraeTbeH Tpenapar nosvHeH BIANOBIAATI BUMGFaN ADY, 2947
] Mexanivsi. BRNOUSHHS! ‘ﬁv&gmi" Bignoblinas aumoraia AOY, 2:9.20

o HACTUHKI
10 Mexaniuni axiouensis: Hesaui Bignosinae sumoram Ay, 2.9.19, vétox 1.

-HACTKM

41 -CrepunbuicT Npenapar mae .Gy crepunismm.

Chop. 15




fipopossxernn Cepridivar aroer / Ceprudikar ananisy Ne 176600005840

12 ‘bartepianshi eHEOTORCUHHA TPaHHE KOHUEHTPALIA-SHAOTOKCNKIS — Metie 120 MO/ Binnoginac

13 Kinexicue sitsnaueHHs Ackop6irosol kucnorn 95 - 105 mrlun 103 mr/wn

14 Ynaxoska . Bignosigro go MKA N3 Blaniosinae

15 Mapkysanns’ BingnosigHo ao MKS 113 Binnosinae

11. Komenrapi: Bes komenTapis

12, Ymosw 36epiranun: B opurinansHiit-ynakosui npv Temnepatypi we Bre 25°C; He samopiosysatin, 36epiram 8

HRAOCTYMHOMY Ana fiTei. micll,
13. 3anBa npo cepruikaniior Linm nifTeepsKyo, wo sci BUPoGHIYI cragii s uiei cepii rotosol ngoaykyii 6ynn nposeneni
.8 NOBHil BIANOBIAHOCT 3 BUMOraMu, BCTAHOB/ICHUMU B yuHHOMY KepliBHuLTei o GMP,
-3aTBep/KeHOMY MiHiCTEpCTBONM OXOPOHIL 3f0pos’a YRpaiky, | 3 sumdramy peectpaljinHoro
BOCbE KPaiHW NPU3HAYEHHS

Cepin gossonewa go peanizauii / sigsanramennn 3 13,06.2022

3arBepmHKyI0
IMB: OxoTHikosa T.M.

lNotapa: Ynosnosaxeia 6¢oda

Minwcano enexrponim nignvicon: 13.06:2022
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Anpec 02093, r. Kues, yn. Boprenoneckagg,

Ten./®axc: (+38044)568-32-10 lMpreMHas 03 001 5
(+38044)207-73-41 Ormen keourpons xaueckns

(+38044)207-73-04 YnonromouensHoe muuo no KavyecTey
(+38044)207~73-27 YnonnoMouenHoe muuo no rbapmaxoﬂa,qaopy

CepTtuchukart cepum nekapcreeHHoro cpeacTsa

1. HaumeHoBsaHue, cuna ACKOPEMHOBAA KUCNOTA - OAPHULIA

AeUCTBUS/aKTUBHOCTS, nekapcTBeHHas 1 MN pacTBOpa COAEpKUT: ackopBuHoBoi kuenoTel 100 wmr,

thopMa u pazmep ynakosku pacTsop ANsg uebekuwui, 100 mr/mn )

(MABHTUYHO TekcTy Ha ynakogke no 2 mn & amnyne; no 5 amnyn 8 KOHTYPHOW S4Y8iKoRON

rOTOBOM NPOAYKLMM): yNaKkoBKe; No 2 KOHTYPHble AYelikoBble YNaxoBKW B navke ¢
MapKMPOBKOW Ha YKPAUHCKOM S3blKe

2. HoMep cepuu rotosoi npoaykuum: AG40821 Pasmep cepuu: 27968 ynax.

3. Ctpana-npousBoguTtens: YkpauHa

4. HaumenoBaHue CTpaHbl / cTpaH YKkpauHa

HasHavyeHWs ans cepuun:

b SRR

Tl e

S. Homep perucrpaumonHoro UA/2991/01/02
yYAOCTOREpeHUs:
.: 6. NaTta npoussogcTea: asryct 2021
: 7. [laTa okoHYaHus CPOKa roaHocTH 08.2023
(Mecsay v rop, nocne KoToporo JIC He
npuMeHsieTcs):
8. HassaHus, agpeca u HoMmepa Npcu3BeneHo, sknyas YNaKOBKY/MapKupoBKyY 1 KOHTPONb
NULEH3UW BCeX yYyacTKoR KadsecTea Ha HAO «DapmaLesTuyeckas tbupma «Japruua» no

MIPOM3BOACTBA U KOHTPONS KayecTBa:  AAPECY: I Kues. yn. Bopucnonsckan, 13;
nvuersus AB Ne 5980886, CBUAETENLCTBO 00 atTecTaumn
nabopatopun OKK Ne 128

- 9. CepTudhukarsl coorBeTcTeMa GMP cepTucbukar 035/2019/GMP
e | BCEX YHACTKOR, YKa3aHHbLIX B n.8:

10. Pesynerartel ananusos: nprBeneHsl B cepTutukaTe aHanuaa (BononHeHue 1)

! 11. KommenTapuu: XPaHWTL B OPUrMHanLHON ynakoske npu TemMnepartype He Bblwe
25 °C. He samopaxusaTs

12. 3aaBneHue o cepTudukaymu; OTvM noaTsepkaaw, YTo BC@ NPOWM3BOACTBEHHbLIE CTaguu Ans

3TON Cepuu roToBow APOAYKUMM Beinu NponseeneHs| s NoNHoM
COOTBETCTBUN ¢ TpeﬁDBaHMQMM, YCTaHOBNEHHbIMY B
AecTBYOWEM pykosofcTse no GMP, yTeepaeHHOM
MuHucTepcTeom 3APaBoOXpaHerns YkpauHol, u ¢
TpeboBanuamn PerucTpaurorHore gocese CTpaHbl HasHayeHunsa.

; 13. Uma u thamunus
YnonHoMoueHHoro Nuua, koTopoe ;
: oCywecTanser cepTucdukayuro cepuu: |

14. Moanuce YnonHoMoueHHoro nuua |

i
KOTopoe OoCyulecrtBnser f -

f

cepTuukaumumo cepuu: /k:

15. ara nognucanus: N

Yt L6l T w06 W

=




e T 0030075

Ceptudukar aHanusa Ne 4

Haumernosanue npoaykumu: ACKOPBUHOBAS KUCNOTA - LAPHULA, RECTEOD 4Ns UHBeKUME, 100 MM, e 2 mn
B amnyne; no 5 amnyn a KOHTYPHOR auerkoron YNAKOBKe, NO 2 KOHTYpHbIG AYEUKOBLIE
YNaxkoBku B navke ¢ MapKUPOBKOW Ha ykpanHckom A3bIKe

Homep cepun: AG40821 Pasmep cepuu: 27968 ynax
Homep perucrtpaguonsora UA/2891/01/02

YROCTOBEpeHus:

AHanua BbINONHEH No: MKK NC o7 29,1 2.2020 (npukas Ne3072) permcwaumowuomy YAOCTOBEpeHuIn

NeUA/2891/01/02

Pesynerar ananuaa: )
Ne n.n. HauMerosanue Nokazatenst  TpeGomanue HOpMaTuaHoni AOKYMeHTaL U Pesynerar ananuaa
1 Onucanue

Mpoapaynas BecuseTHan unu Clerka okpawerHas KunkocTs Cootsetcreyer
2 Maentucbukayus A. YO-cnextp nornowexus MCneiTyemoro pacteopa, Cooteercrayer

Onpeaenenue”, B 06nacTh ot 220 Hm 1o 290 um ADNKEH MeTy
MAKSUMYM nornowenus MPW ANUHE BOMHL) (2432) um
(ackopbunoaas KiicnoTa)

B. KauecTeeHnas Peakuua (ackopBuxcaan Kucnora) Coomercmyer
3 Mpoapaunscrs Mpenapat aonwen BuiTs Npo3paubim Cootsetcrayer
4 LUeerHocTs OnTuyeckas NNOTHOCTL Npenapara He Bonee 0.02 0,01
5 pH 60-7.0 6.6
6 llasenesas KicnoTa He Bonee 0,3 ¥ Coomercrayer
7 M3enekaemsi 0Brem Mpenapat aonkex COOTBETCTBOBATL TpeboBaHusan MOy, 2.9.17 COO?‘SBTCTByeT
& Mexanpueckue BKNKYEHMUA Coorsetcraenno MKK N1C Cooteetcrayer
8  CrepunsHocTs MpenapaT nonwen BbiTh CTEPUAL HEM Crepunshsin
10 Baxrepuansubie SHOOTOKCHHBI MpeasnsHag KOHUEHTPaUMR anA0TOKCHHOR - MeHee 120 ME/mn Cooreercrayer
11 Konumecrasnnoe Llipenenenue  95. 105 mrimn 104 mr/mn

ECKOPBUHOBCRA KucnoTw

12 Ynakosxa CooTaetcTeenHg MKK nc Cootsercrayar
i3 Mapruposka CooTeercraeniip MKK NC Coomercrsyer

iaaam e it ot S

fAata okoHvanug ChokKa roaHocTu: 082023
XpaHenue:

3aknovenme:

Nata noanucaHus:

06.03 . 202/ Haqantfii'iqrf'OKk?' :

| BIBOIN KOHTPOfia—=}




{(+38044)207-73-04 ¥noBHoBaeHa ocofia 3 AKocTi
{(+38044)207-73-27 ¥YnoBhoBameHa ocofia 3 dapmakoHarnagy

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

CepTudikar akocri / Ceprndikar ananisy N¢ 170000023130

1. HaiimeHyBaHHA npogyxuyii: ACKOPBIHOBA KMCUIOTA - JAPHWLA

(HazBa, cuna fAii/aKkTMBHICTL, Nikapcbka ¢opma Ta 1 MA po3uKHYy MicTUTk ackopb@iHoeoi kucnoth 100 mr
pOo3Mip YNakoBkK {iGeHTUYHO A0 TEKCTY Ha Po34MH AnA iH’eKkuii, 100 mr/mn; no 2 mn B amnyni
YNaKoBLi roToBoi NPoAyKLUii)) Ne 10 (5x2) B nayyi 2 MapKyBaHHAM YKPAIHCLKOIC MOBOIO
2. Homep cepii: AGB0723

3. Poamip cepii: 26,800 TYN

4. KpaiHa-BMpoGHUK: ¥YkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHA YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/2891/01/02
7. Bata supoGHMLTBa: 07.2023

8. Bara saKiHueHHA TepMiHy NPMAATHOCTI 07.2025

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HOMepW niLeH3ii BCiX BUpobneHo, BKAOYAIOUM YNAKOBKY/MapKYBaHHA Ta KOHTPONb AKOCTI Ha [pAT
BinbHMLL BUPOoGHULTBA | KOHTPONIO AKOCTI; «(QapmauesTiuHa dipma «fapHuua» 2a agpecoio: m Kuie, Byn. bopucninkcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

BinbHALYD: niyeHszin AB N°598086;

CBigouTBO Npo atectauiio nabopatopiin BKA No 128;
cepTngikat GMP Ne 050/2022/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceigyeHHa NeUA/2991/01/02 Bipg 28.04.2017
Ne478, 3i amiHamm

PeaynbTaTk aHanisy: /_ \
3 f‘ H Ok

N°n.n. HaliMeHYBaHHA NOKAZIHWMKA Bumorm uopma‘rnnny’/ en'raqu 5 ’o\\ PeaynbTat aHanisy

R R,

1 onunc Mpozopa Ge3bapeH; Ha Bignosinae

2 laeHTUDiKaLin A Yi-cnekTp NormuHaHA IE g (sgl-l Bignoeipae
npureToBAeHoro, AKpnuca inb cu EW3HauUeHHA", B
ofnacri Big 220 H n 290 HM NOBUHEH Maﬁiym MMYM
NOrNWHaHHA NpWY Ao "Ku i ¥8mni (243:!:2}1;1/1\.1 * /
3 laeHTUDiKaLis B flkicHa peakLin (ackopPBiHeEE. KhdnaTa \‘/._\\\_,r Bignoeigae
T 5 1) 4
i Mo =
4 MposopicTb Mpenapar mae 6yTM NPo3opUM Bignosigae
5 KonbopoeicTbe OnTH4YHa rycTUHa npenapaty He Sinbwe 0,02 0,01
5] pH 60-7,0 6,4
7 WlaBneBa KuCnoTa He Ginbwe 0,3 % Bignoeigae
" ] oHHMG oy
B8 ewufb BUTAraETLCA ‘%6 Mpenapar mae signosigat Bumoram Ady, 2.9.17 Bignoeigae
L4
-
9 Memqungzﬁlgnéﬁ%? aanp,um'n Bignosipae Bumoram Aoy, 2.9.20 Bignoeigae
'-Iac‘I'I-IlHKH HATBL =
10 MezaHiy Bu,q@.u Bignosinae Bumoram AdY, 2.9.19, meton 1.B Bignoeigae
et S i A
11 CTequlelcq 0481212 n > Mpenapar mae ByTH CTepUABHUM CTepunbHUiA
'9,, o

"cﬂuo ¥ a“'a
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12 bakTepianbHi eHOOTOKCUHK lpaHWYHa KOHUEeHTpaLjiA eHROTOKCHHIB - meHwe 120 MO/mn Bignoeigae

13 KinbkicHe BU3Ha4yeHH:A ackopOiHogoi 93 - 105 mr/mn 99 mrimn
KNCNOTH

14 ¥naKkoeka BignoeigHo oo MKA N3 Bignoeigae

15 MapKyBaHHA BignoeigHo oo MKA N3 Bignoeigae

11. KomeHTapi:

12. YmoBu 36epirannn:

13. 3anBa npo ceprndikauiw:

bes komeHTapis

B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 25°C. He 3amopoxyeath. 36epiratv B
HEQOCTYMHOMY ANA AiTeld Micui.

Lium nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOEHIiiA BigNOBIAHOCTI 3 BUMOraMM1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanizauyii / BigBanTaxeHHn 3 09.08.2023

MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enektpoHHUM nignucom: 09.08.2023  16:14

3aTBepaKyio

JoxymeHT nignucaHo y cepeici BuacHo (novarok)
00481212_20230809_Certificate_170000023130.pdf
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20230809_Certificate_170000023130.pdf

HoxkymeHT BignpasneHo: 16:16 09.08.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

16:16 09.08.2023

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA JAPHWULA
npoeBigHWiA iIHCNeKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipku KEM/ELM: 16:16 09.08.2023

CraTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C000077500000

Tun nignucy: keanigikosaHwin




oK

+38044)207-73-04 YnosHoBaxeHa ocoba 3 AKOCTI
(+38044)207-73-27 ¥YnosHoBaxeHa ocoba 3 bapmaKkoHarnagy

Afpeca 02093, m. Kuis, eyn. bopucninecbka, 13 |
Ten./®akc: (+38044)568-32-10 MpuitmanbHa

ﬂn p H Ul ! g (+38044)207-73-41 Bipgin KoHTPOMIO AKOCT (
(

CepTudikar axocri / Ceptudikar ananisy Ne 170000011649

1. HalimenyeaHHa npopykuii:

(Wazea, cvna piflakTueHicTb, Mikapcbka dopma Ta
PO3MIp YNakoBku (INEHTUYHO A0 TEKCTY Ha
YNakoBui roToBoi NpogyKLir))

2. Homep cepii:
3. Po3mip cepii:
4. Kpaina-Brpo6uuk:

5. HafimenysaHHA Kpaiuu / kpaiH npuzHavueHta
AnA cepil:
6. Homep peectpauifinoro noceiguennn:

7. Data snpoGuuyTBa:

8. BaTa 3aKiHueHHR TepMiHy npugaTHOCTI
{micaus i pik, nicna akoro N3 e 33aCTOCOBYETHCA):

9. Hasea, agpeca Ta Homepn nivenzin seix
AINbHULL BUPOBHULTEA | KOHTRONIO AKOCTI;
Ceptudikatn Bignosighocti GMP Beix
AiNbHNUL:

10. AHaniz snkonaHui sriguo:

PezynbraTin aHanisy:

ACKOPBIHOBA KUCNOTA - JAPHMLS

1 mn pozunHy mictuTs ackopbinosol kucaotn 100 mr
PO34KH £nA iH'ekuii, 100 mrimn; no 2 mn B8 amnyni

N2 10 (5x2} B Nauui 3 MapKyBaHHAM YKPATHCHKOK MOBOID

AG70922
26,120 T¥YN
YKpaiHa

YKpaiHa
NeUA/2991/01/02

09.2022
09.2024

BUPOGNEHO, BKIIOUAKOUN YNAKOBKY/MapKyBaHHA Ta KOHTPOnb AkocTi Ha MpAT
«Papmalestvuda dipma «apHuua» 3a appecoto: m Kuie, eyn. bopucninbcoka
13,

niueHsia AB Ne598086;

CBIAGLITBO Npo aTecTalit nabopatopii BKA N2 128:

ceprudikat GMP Ne 035/2019/GMP

MKA 13 po peectpauiittoro noceiguetinag NeUA/2991/01/02 Bin 28.04.2017
Ne478, 3i smiHamu

Nen.n.  HasimeHysanua nokasumka Bumorn HopmarueHoi gokymenTauii Pesynurar ananisy
1 Onuc Mpozopa 6e36apeHa abo 3nerka sabapenera piguka Bianoeinae
2 lnenTudikauin A YO-cnektp nornuHaHHa BUNPOGYBAHOTO PO3YMHY, NPUIOTOBAEHOrD, Bignoeipae

AK onucaHo B po3gini "KinbkicHe BrnaHavenHa”, B obnacti sig 220 Hm

A0 290 HM ROBUHEH MATK MAKCUMYM NGMNNHAHHS npK ACBXKMHI XBMAi
(243£2) um (ackopbinoea kucnoTa)

3 Akicna peakuia (ackopbiHoea kucnota) Bignogipae

4 Mpenapat mae GyTi Npozopum Bianogigae

5 OnTuyHa ryctvHa npenapaty He 6inbuwe 0,02 Bignosipae

6 6,0-70 6,7

7 He Ginbwe 0,3 % Bignoeigae

8 O6'em, WO BNTRraETLCA MNpenapaT noeuHeH Bignosigatn BMMOram ooy, 2917 Bignoeinae

9 MexaHiuHi BKnouenHs: eugumi Binnoeigae sumoram QOY, 2.9.20 Bignosinae
HACTUHKK

10 MexaHiuHi BKIFOYEHHRA: HeBMaMMI Bianosigac sumoram [JOY, 2.9.19, metog 1. Bigneeigae
4acTku

" CrepunsHicts Mpenapat Mae ByTu CTepUAbHIM Bignosinae

oS Al SEY2
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MNpogosxenHa Ceptudinat Axocti / Cepridikar avanisy Ne 170000011649 ”| |I|"I|II|"|I"I”IIm!""l”""mI Iu

12 bakTepianbki eHOOTOKCHMHU MpaHMYHa KOHUEHTPAUIA BHAOTOKCHHIB — MmeHwe 120 MO/Mn Bionoeipae

13 KinbkicHe BU3HaYeHHA AcxopbiHosol kncnotn 95 - 105 mrimn 98 mr/mn

14 Ynakoeka Bignosigro go MKA J13 Bignoginac

15 MapkysaHua BianceigHo no MKA 113 Bianogigae

11. KomenTapi: bes kometitapis

12. Ymoern 36epiranua; B opuriHanebHiv ynaxkosLi npu Temnepatypi He BUwe 25°C, He 3aMopoxyBaTH, 3bepiratn B

HeAoCTYNHOMY ANA AiTel micui.

13. 3anBa npo cepTndikayio: Lum nigTBERAXYI0, Wo BCi BUPOGHUYE cTagii Ana uiel cepii roToeoi npogykyii 0ynu nposegeni
B NOBHIA BIAMOBIGHOCTI 3 BUMOramMu, BCTAHOBNEHUMN B YnHHOMY KepieHnuTei no GMP,
3aTeepaKeHoMy MIHICTEPCTROM OXOPOHIM 3/10POB’A YKpaiHu, | 3 BUmoramu pescTpadiliHoro
A0ChE KpalHW NPU3HaueHHs

Cepia gossoneHa Ao peanizauii / BigBaHTaxeHHs 3 24.10.2022

3aTBepaxylo
MIB: OxoTHikoBa T.M.

tlocaga: YnoBHoBaxeHa ocoba

Mipnucano enekTpoHHuM mignucom: 24.10.2022 09:19

Crop. 232
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(#38044)207-73-04 YnosHoBaxeHa ocoba 3 AxocTi
(+38044)207-73-27 YnceHoBaxeHa ocoba 3 dapMaKoHarnagy

Appeca 02093, M. Kuig, Byn., Bopucninbceka, 13
Ten. /Dakc: {+38044)568-32-10 lpuimanbHa
ﬁ n p H u ug (+38024)207-73-41 Bipain KOHTPCRK AKOCTI
4

Ceprudikar skocri / Ceprudikar ananisy Ne 170000014288

1. HalimeHygaHHs npoayKLUil: ACKOPBIHOBA KUCNOTA - AAPHKLA

(Hasea, cuna piifakTueHicTb, nikapcoka dopma 1a 1 MA po3uUMHY MicTUTs ackopbiHoeoi kucnet 100 mr
pO3Mip ynakosku (i0eHTMYMHO 00 TEKCTY Ha po3uud ons iHekuii, 100 mr/mn; no 2 mni B amnyni
ynakoBUi roToBOT NPOAYKLIT) N2 10 (5x2) B nauLi 3 MapKyBaHHAM YKPaTHCHKOI MOBOK
2. Homep cepii: - AG8B1122

3. Poswmip cepii: 26,340 TYN

4. KpaiHa-Bupo6GHuK: YKpaina

5. Hai\meHyBaHHA KpaiHu / KpalH npuaHadeHHAa YKpaida

AnA cepil:

6. Homep peectpauiiinoro nocsigueHHsa: . NeUA/2991/01/02
7. Nata Bupo6HULTBA: 11.2022

8. lata saxiH4yeHHA TepMiHY NpUOATHOCTI 11.2024

{micsub i pik, nicna skoro N13 He 2acTocoBYETLEA):

9. Hasea, agpeca Ta Homepu NiUeH3in Beix BUpo6/ieHo, BKIIOYaUYH YNaKoBKY/MapKyBaHHA Ta KOHTPORb AKOCTI Ha FIpAT
AINbHALL BUPOGHUUTEA | KOHTPONIO AKOCTI} «QapmaveBTuHa dipma «fapHuua» 3a agpecoio: m Kuis, syn. Bopucninbeska,
Ceptudikatn Bignosigrocti GMP Bcix 13;

AiNbHNLDb! niyeHsia AB Ne598086;

cBigoyTBO Npo aTecTauiio nabopartopint BKA Ne 128;
cepTudikat GMP Ne 050/2022/GMP

10. AHaniz BUKOHanu 3rigHo: MKA 13 no peectpayifinoro noceiguenHa NeUA/2991/01/02 sin 28.04.2017
Ned78, 3i amiHamun

PeaynbraTn aHanisy:

N2 m.n.  HaliMeHyBaHHA MoOKasHUKa Bumoru HopmaTnsHot fokyMenTalii PeaynbTaT aHanisy
1 Onuc Mposopa 6e3baprHa abo 3nerka sabapeneHa piguHa Bignoeigac
2 lnerTudikayia A Yd-cnexTp nornMHaHHA Bunpo6yBaHoro posynHy, nprrotoBneHoro, Bignoeipae

AK onucaHe B po3fini "KinekicHe BusHavenns”, B obnacti Big 220 Hm
Ao 290 HM NOBUHEH MATW MAKCUMYM NOCTUHAHHA NPU [L0BKWHI XBUN]
(243£2) Hm (ackopBinoBa kucnoTa)

3 lgeHTudikauia B AxicHa peakuis (ackopbiHoBa KUCNOTa) Bianosigac
4 [Npo3opicts Fpenapat mae 6yTW Npo3opum Bianoeinae
5 Konboposicts OnTuyHa rycTuHa npenapary He Ginobwe ¢,02 Bianosinae
6 pH 6,0-70 6,4
7 lllagnesa KrcnoTa He 6inbwe 6,3 % Bignoeigae
8 O6'em, WO BUTAraETLEA Mpenapat noeuHeH BignosigaTy euMoram A0y, 2.9.17
g MexaHiuni BKNIOYEHHA: BUOUMI Bignosigae sumoram [AdY, 2.9.20

HACTUHKM
10 MexaHiuHi BKNIOUEHHA: HeBUgUMI Binnosinae sumoram AdY, 2.9.19, metopa 1. =
11 ziz;:y:ibuicrb Mpenapar mae 6yTit CTEPUNbHUM '_ W@‘w’ﬁ% :

N
Mr an Y DaAn %x@j OR04. 4 &)\qu%




Npoposxennsn Ceprudixkat Axoct / CepTMﬁKaT aHanisy N2 170000014288 l“ """"”"I"lI”I”"”II”'”I”” ” I“

12 bakrepiankHi eHIOTOKCUHM lpaHWYHa KOHLEHTPaUIA EHEOTOKCKHIB — MeHwe 120 MO/mn Binnosinae

13 KinbxicHe BU3HaueHHA Ackopbinosoi kncnoty 95 - 105 mr/mn 100 mr/mn

14 Ynakoeka BignosigHo ao MKA A3 Bipnosinae

15 MapkyeanHa BianosigHo po MKA N3 Bignoeigae

11. Komentapi: bez komerTapis

12. YmoBu 36epiraHHa: B opuriHanbHiil ynakoeli npu temnepatypi He eulle 25°C. He samoposkysatu. 36epiratn B

HeAoCTYNHOMY ANA fiTel micui.

13. 3ansa npo cepTudikayire: LM nigreepmxyro, Wo BCl BMpobHUUl cragii gna uiei cepii roroBoi npoaykuii 6ynv nposeseHi
B MOBHIM BigNoBigHOCTI 3 BUMOramu, BCTaHOBHEHMMM B YMHHOMY KepieHuuTel no GMP,
3aTRepAKeHoMy MIHICTEPCTBOM OXOPoHW 300poB’a Ykpaiki, | 3 BUMOramm peccrpauiiiHoro
AOCHE KpaiHW NPU3aHAYeHHs

Cepin possoneHa fo peanizauii / eipeanTamenns 3 13.12.2022

3aTBepaXKyIo
ME: OxotHikosa T.M.

MNocaga: ¥YnoBHOBaxeHa ocoba

MignucaHo enekKTpPOHHWM mignncom: 13.12.2022  16:11

Crop. 232



{(+38044)207-73-04 ¥noBHoBaeHa ocofia 3 AKocTi
{(+38044)207-73-27 ¥YnoBhoBameHa ocofia 3 dapmakoHarnagy

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

CepTudikar akocri / Ceprndikar ananisy N¢ 170000028696

1. HaiimeHyBaHHA npogyxuyii: ACKOPBIHOBA KMCUIOTA - JAPHWLA

(HazBa, cuna fAii/aKkTMBHICTL, Nikapcbka ¢opma Ta 1 MA po3uKHYy MicTUTk ackopb@iHoeoi kucnoth 100 mr
pOo3Mip YNakoBkK {iGeHTUYHO A0 TEKCTY Ha Po34MH AnA iH’eKkuii, 100 mr/mn; no 2 mn B amnyni
YNaKoBLi roToBoi NPoAyKLUii)) Ne 10 (5x2) B nayyi 2 MapKyBaHHAM YKPAIHCLKOIC MOBOIO
2. Homep cepii: AGB1123

3. Poamip cepii: 8,508 T¥YI

4. KpaiHa-BMpoGHUK: ¥YkpaiHa

5. HaiimenyBaHHA KpaiHM / KpaiH npusHaJueHHA YkpaiHa

ansa cepii:

6. Homep peecrpauifiHoro nocpigveHHn: NeUA/2891/01/02
7. Bata supoGHMLTBa: 11.2023

8. Bara saKiHueHHA TepMiHy NPMAATHOCTI 11.2025

{micaub i pik, nicna akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HOMepW niLeH3ii BCiX BUpobneHo, BKAOYAIOUM YNAKOBKY/MapKYBaHHA Ta KOHTPONb AKOCTI Ha [pAT
BinbHMLL BUPOoGHULTBA | KOHTPONIO AKOCTI; «(QapmauesTiuHa dipma «fapHuua» 2a agpecoio: m Kuie, Byn. bopucninkcbka,
Cepmudixatu BignoeigHocti GMP Bcix 13;

BinbHALYD: niyeHszin AB N°598086;

CBigouTBO Npo atectauiio nabopatopiin BKA No 128;
cepTngikat GMP Ne 071/2023/GMP

10. AHani3 BUKOHaHWIA 3rigHo: MKA N3 po peectpauinHoro noceigyeHHa NeUA/2991/01/02 Bipg 28.04.2017
Ne478, 3i amiHamm

PeaynbTaTk aHanisy:

N2 n.n. HaliMmeHYBaHHA NOKAIHMKA Bumorm H Ml ROKyMeHTalii Pe3ynbTaT aHanisy
1 Onuc ﬁ@ﬁﬁii&ﬂg:ﬁ__ erka sabapeneHa piguHa Bignoeigae
2 laeHTUDiKaLin A ltogqlﬁqqqms 6 B6YBaHOIO PO3UYUHY, Bignoeipae
Horo AIK ONUc po3gini "KinbKicHe BU3HaYeHHA", B
OfA OBUHEH MaTH MAKCMYM
: 3" nf (24312) Hm
3 laeHTUDiKaLis B i apeaxum (acxop&wq&a cnota) Bignoeigae
4 NpozopicTb ad @T}i Bianosigae
A H ‘J M- /
5 KonbopoeicTbe OnTHuHa rycmHa npenapaTy He 6inbwe 0,02 0,00
6 pH 60-7,0 8,7
7 WlaBneBa KuCnoTa He Ginbwe 0,3 % Bignoeigae
5 po HHM oy
B8 ewufb BUTAraETLCA ‘%6 Mpenapar mae signosigat Bumoram Ady, 2.9.17 Bignoeigae
L4
-
9 Memqungzﬁlgnéﬁ%? aanp,um'n Bignosipae Bumoram Aoy, 2.9.20 Bignoeigae
'-Iac‘I'I-IlHKH AT =
10 MezaHiy Bu,q@.u Bignosinae Bumoram AdY, 2.9.19, meton 1.B Bignoeigae
et S i A
11 CTequlelcq 0481212 n > Mpenapar mae ByTH CTepUABHUM CTepunbHUiA
'9,, o

"cﬂuo ¥ a“'a
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12 bakTepianbHi eHOOTOKCUHK lpaHWYHa KOHUEeHTpaLjiA eHROTOKCHHIB - meHwe 120 MO/mn Bignoeigae

13 KinbkicHe BU3Ha4yeHH:A ackopOiHogoi 93 - 105 mr/mn 100 mr/mn
KNCNOTH

14 ¥naKkoeka BignoeigHo oo MKA N3 Bignoeigae

15 MapKyBaHHA BignoeigHo oo MKA N3 Bignoeigae

11. KomeHTapi:

12. YmoBu 36epirannn:

13. 3anBa npo ceprndikauiw:

bes komeHTapis

B opuriHanbHii ynakoeui npu Temnepatypi He BUwwe 25°C. He 3amopoxyeath. 36epiratv B
HEQOCTYMHOMY ANA AiTeld Micui.

Lium nigreepaxyio, Wwo BCi BUpoBHWYI cTagii AnA uiel cepii roToeoi npopaykuii 6ynu npoeefeHi
B NOEHIiiA BigNOBIAHOCTI 3 BUMOraMM1, BCTAaHOBNEHUMKW B YUHHOMY KepiBHUUTBI no GMP,
3aTeepaKeHoMy MiHicTepcTBOM OXOpOHUW 340p0B'A YKpaiHu, | 3 BUMoramu peectpauiilHoro
AOCLE KpaiHW NpU3HAYeHHA

Cepin go3BoneHa go peanisauyii / BigBanTaxeHHn 3 04.12.2023

MNIb: OxoTHiKoBa T.M.

MNMocapa: ¥noeHoBaXeHa ocoba

MNignucaHo enekTpoHHUM nignucom: 04.12.2023  13:52

3aTBepaKyio
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JoxymeHT nignucaHo y cepeici BuacHo (novarok)
00481212_20231204_Certificate_170000028696.pdf
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JokymeHT nignucaHo y cepsici BuacHo (NpoAOBIKEHHR)
00481212_20231204_Certificate_170000028696.pdf

HokymeHT BignpasneHo: 13:56 04.12.2023

BnacHHMK fOKYMEHTY

EnexTpoHHMiA nignuc

13:56 04.12.2023

€OPMNOY/IMH: 00481212

I0p. Haaea: MPUBATHE AKLIOHEPHE TOBAPUCTBO GAPMALIEBTUYHA ®©IPMA JAPHWULA
npoeBigHWiA iIHCNeKTOp-ynoBHOBaXkeHa ocoba: OxoTHikoBa TeTAHa MukonaieHa

Yac nepesipku KET/ELM: 13:56 04.12.2023

CraTtyc neperipku ceprudikarty: Ceptudikar gie

CepiitHuii Homep: 32BASADAB780FF45040000000E1C000077500000

Tun nignucy: keanigikosaHwin

: nad
TOKY MEHT




d AAPHUUS

A7

Appeca 02093, m. Kwin, syn. Bopuceninbcbka, 13
Ten. /Qaxc: {+38044)568-32-10 TpuamanbHa
{+38044}207~73-41 Bigain KoHTpONw AKOCTI

{+38044)207-73-04 YnoeHomaxena ocoba 3 AKOCTI
{+38044)207-73-27 YnoeHoBaxeHa ocoba 3 dapmakoHarnaay

CepTudikar akocri / Ceprudikar ananizy N2 170000014289

1. HafimeHyBanHa npoayKyii:

ACKOPBIHOBA KUCNOTA - JAPHWUA

(Ha3Ba, cuna giifakTMBHICTS, Nikapcoka popma Ta 1 MA PO3UMHY MICTUTL ackop6iHOBOT kucnoty 100 Mr

PO3MIp YRaKosku (IBeHTUUHO N0 TEKCTY Ha
YRaxosLi rotosoi npoayxuiil}

2. Homep cepii:
3. Posmip cepii:
4. Kpaina-enpobHuK:

5. HaitmeHyBaHHn Kpainn / Kpain npush
AnA cepii.

po3uv AnA in’ekuiid, 100 mr/mn; no 2 mn 8 amnyni
N2 10 {5x2) B navLi 3 MapKyBaHHAM YKPAIHCHKO MOBOIO

AGS1122
26,078 YN
Ykpaiva

aveHHAa YkpaiHa

6. Homep peecrpauiinoro nociguenns: NeUA/2991/01/02

7. Oara BupobHmyrea: 11.2022

8. Dara sakinueHus Tepminy npugaTHocTi 11.2024

(micAub i pik, nicna akoro 13 He 3acTocopyeTben);

9. Haaga, agpeca Ta HOMep# nileH3il Bcix BMPOBAEHO, BIAKOHAIOUM YNAKOBKY/MAPKYBaHHSA Ta KOHTPONL AKOCTI Ha MpAT
ANBHULL BUPOSHULTEA | KOHTPONK AKOCTE; «®apmauesTyHa dipma «lapHuuar» 3a aapecow: m Kuis, ByJSt. Bopucninecbk:
CeprudixaTn BignosigHocri GMP Bcix 13;

AinbHNLDb:

10. AHani3 BUKOHaHMI: 3rigHO:

Pesynbrayn ananisy:

niuensis AB Ne598086:
CBiFOUTBO Npo aTecrauiio natopatopii BKA Ne 128;
cepTtudikar GMP Ne 050/2022/GMP

MKA 113 po peecrpauiitvoro noceiguenns NUA/2991/01/02 sin 28.04.2017
Ne478, 3i amiHamum

N?n.n. HafimenyBaHHA NOKazHWKa

Bymoru HopmaTMBHOT foKyMes Tauii PezynbTaT aHanizy

1 Onnc

2

3

4

5

6

7 Hlaenepa KncnoTa

8 O6'em, Wo BUTAraeTbCA

9 MexasiuHi BrRIOYEHHA: BUAAMI
HACTUHKAM

10 MexaHivHi BKKOUEHHA: HeaUAMMI
YaCTKH

11 CTepunbHicTb

Y e CB52

lpo3opa Gesbapeha abo 3nerka 3abapeneHa piguta Bignogigac

YQ-crekTp NoTAVHaHHA BUNPOBYBAHOIo PO3YMHY, NPUIOTORNEHOTO, Bignorigae
AK onycaro B poagini "KinbkicHe BusnaueHns™, s obnacti aifg 220 um

A0 280 HM NoBMHEH MaT MaKCUMYM NOTMUHAHHA AP JOBKWHI XBUNi

(24342) 1m (ackopBivosa kucnata)

fAkicka peakyin (ackopbivoBa KuenoTa) Binriosigae
Mpenapat mac 6y1u npozopum Bignosigae
OnTuuHa ryctvHa npenapary He 6inbwe 0,02 Bignoeigae
60-7,0 6.5

He Ginswe 0,3 % Bignosigae
{ipenapar nosuHen signosigatv snmoram OOY, 2.9.17 Bignoeigac
Binnosifgae sumoram 0OV, 2.9.20 Binnogigae
Bianosigae sumoram QOY, 2.9.19, metog 1. BinnoBigae
MNpenapat mae Gytn crepunsHAM Bignosinae

A S5O 2005 e
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12 BaxTepianbHi eHAOTOKCUHM paHUuHa KOKLEeHTPALIA eHAOTOKCUHIE — Merwwe 120 MO/mn Binnosipae

13 KinsxicHe BY3HaqeHHs AckopbinoBoi xucnoTi 95 - 105 mrimn 99 mrimn

14 Ynaxoeka BinnoeigHo go MKA 113 Binnosinae

15 MapkyaaHHa BignioginHo oo MKA N3 Bignosigae

11. KomenTapi: bes komeHTapis

12. YmoBn 36epiranns: B opuriHanbHin ynakoslyi npv Temneparypi He suwe 25°C. He 3aMopoXyBaty. 36epiratn B

‘ HegocTynHOMY N aitels micui.

13. 3anBa npo ceprndirauio: Unm nigTeepmkyio, WO BC BUpoSHMYI cTaail Ans uiel cepil rotoeol npoaykLii 6yan nposepeHi
B NOBHIIA BIANOBIAHOCTE 3 BUMOraMy, BCTAHOBAGHVMW B UUHHOMY KepiBHULTBI no GMP,
3aTeepfpkeHoMy MiHICTEPCTBOM OXOpPOHK 3A0p0B'A YKpaiHu, | 3 BUMOramMn peecTpallitHoro
[OChE KpalHu npu3HayeHHn

Cepin gossonexa go peanisauii / sigsantamenHs 3 13.12.2022

3arsepmxyio
THB: OxoTHikosa T.M.

Mocaga: YnoBHOBaXeHa ocoba

flinnnucano enexktpornm nignucom: 13.12.2022  16:17
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