Appeca 02093, M. Kuis, syn. Bopueninscax
Ten./®axc: (+38044)568-32-10 npm‘haa.rm:a O)O 2 9 3 9 7
(+38044)207~73~41 Bignin xomrpomo sxocdi

(+38044)207-73~-04 YnoexoBaxena ocoba 8 sxocri

(+38044)207-73-27 Ynoerosaxena ocofa 5 dapmaxonarmsgy

NDAPHUUSA

CepTrudpikar cepii nikapcbkoro 3aco6y

1. HaimeHyBaHHA, cuna
Aii/akrusHicTb, nikapcbka dopma Ta
PO3Mip ynakoBKu (iA@HTUYHO TeKCTY Ha
ynakosti rotosol npoaykuii):

2. Homep cepii rorosoi npogyxuii:
3. Kpaina-BupoGHuk:

4. HaitmeHyBaHHA KpaiHu / Kpaix
npusHavyeHHn Ansa cepir:

5. Homep peecTpauiitHoro
nocBigYeHHs:

6. [lara BupobHMUTBa

7. [lata 3aKiHYeHHS| TepMiHy
npugarHocTi (Micaue i pik, nicns
sikoro J13 He 3actocoByeThCA):

8. Hassa, anpeca Ta Homepu
niueHsin Bcix AiNAHOK BUPOGHULTBA i
KOHTPONIO SIKOCTI:

9. Ceprudikaru BignosigHocti GMP
BCiX QiNsAHOK, 3a3HavYeHuX y n.8:

10. PesynbTaTy ananisis:

11. KomenTapi:

12. 3asBa npo ceprudikauito:

13. IM’n Ta npizeuwe YnosHoBaxeHOT
ocobu, sika 3fiincHIoe cepTudikaio
cepil:

14. Nignuc YnosHoBaxeHo! ocobu, sika
3pincHioe cepTudikauilo cepii:

15. laTa ninnucaHus:

GITYKOHASON-OAPHULIA

1 kancyna mictuTeb cnykonasony 150 mr, kancynu no 150 mr
no 1 kancyni y KOHTYpPHIil YapyHKOBIN YNakoBLyi; MO 2 KOHTYPHI
4apyHKOBI yNakoBkuy y nauuyi. MapkyBaHHS yKpaiHCbKOK MOBOIO

1DK20421
YkpaiHa
Ykpaina

Poamip cepii: 126198 ynak,

UA/1153/01/03, Oorosip nocrasku Ne APT- 28 pie go 31.12.2021

KeiteHb 2021
04.2024

BUPOGNEHo, BKMIOYAIOUX YNaKoBKY/MapKyBaHHs Ta KOHTPOMb
AKOCTI Ha TNpAT «®PapmatieBTiiHa dipma «JAPHULIA» 3a
agpecoto: M Kuis, syn. Bopucninbceka, 13; niueHsist AB
Ne598086, ceigourso npo aTtecrauito naboparopiit BKS Ne 128

ceprucpikar 035/2019/GMP

HaBeaeHi B cepTudikati aHanisy (qogarok 1)

30epirati B opuriHanbHii ynakoBui npu TeMneparypi He Buwe
25 °C. 36epiratin y HegocTynHomy Ans aitein micui

Linm ninTeepaxyto, Lo Bci BUpoGHUYI cTaaii ans wiei cepii
roToBoOi Npoaykuii 6ynu nposeaeHi B NoBHil BignosigHoOCTi 3
BUMOramu, BCTAHOBMNEHUMM B YNHHOMY KepiBHuLTBI no GMP,
3aTsepKeHoMmy MiHicTepcTBOM OXOPOHY 340pOB's YKpainy, i 3
BUMOTramu peecTpauiiHoro f4oCbe KpaiHu NpU3HaveHHs
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LoKyMeHT nignucaHo y cepsici ByacHo (MpoAoBXeHHS)
00481212_20230714_Certificate_170000023215.pdf

[okymeHT BignpasneHo: 09:14 14.07.2023

BnacHuUK BOKYMEHTY

EnekTpoHHui nignuc

09:14 14.07.2023

€0PrOY/IMH: 00481212

tOp. Hasea: MPUBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA OAPHULIA
CTapLuMi iHCMeKTop-ynoBHoBaXkeHa ocoba: KopoTkoBa OkcaHa eopriiBHa

Yac nepesipku KEM/ELM: 09:14 14.07.2023

CraTtyc nepeBipku cepTudikaty: Ceptudikar gie

CepiitHuit Homep: 32BA6ADA8780FF450400000097150000053B0000

Tun nignucy: kBanidikoBaHui






Afpeca 02093, M. Kuie, Byn. Bopucninbcbka, 13
Ten./®akc: (+38044)566-68-78 MpuiimanbHa

(+38044)207-73-41 Bignin KoHTpomo sKocti
(+38044)207-73-04 YnosHOBaXeHa ocoba 3 AKOCTI
(+38044)207-73-27 YnoBHOBaxeHa ocoba 3 bapmakoHarnagy

[l

Ceptudikar akocri / Ceptudikar ananisy Ne 170000023215

1. HalimeHyBaHHA npoayKuii:

ONYKOHA30/1-0APHMLIA

(HasBa, cuna pii/akTuBHicTb, nikapcbka Gopma Ta 1 Kancyna mictutb ¢nykoHasony 150 mr
Kancynu no 150 mr; no 1 Kancyni y KOHTYpHiIit yapyHKOBIi ynakosL; no 2

po3Mip ynakoBKu (ineHTUYHO [0 TeKCTy Ha
ynakosLi rotosoi npogykuii))

2. Homep cepii:
3. Po3mip cepii:

4. KpaiHa-BUpo6HUK:

KOHTYpPHi YapyHKOBI ynakoBKu y nauylli
1DK20623

29,801 Tyn

YKpaiHa

5. HalimeHyBaHH# KpaiHu / KpaiH npusHayeHHs YKpaiHa

ANnA cepit:
6. Homep peecrpauilinoro noceigueHHs:

7. [lata BUpo6HULTBa:

NeUA/1153/01/03, Jorosip nocraeku N0 PHARMAROST-1

06.2023

8. NaTa 3aKiHueHHA TepMmiHy npugaTHocTi 06.2026
(micAup i pik, nicna akoro JI3 He 3acTOCOBYETHCA):

9. HasBa, agpeca Ta HoMmepu NliLeHsil Beix
AiNbHNLb BUPOGHMLTBa | KOHTPOJIIO AKOCTI;

CepTtudikatu BignosigHocti GMP Bcix
AiNnbHUUDb:

10. AHani3s BUKoHaHuIi 3rigHo:

PesynbTaTtin aHanisy:

13;

niuensia AB Ne598086;

CBilOUTBO Npo aTecTaLilo nabopatopint BKA Ne 128;
ceptudikat GMP Ne 060/2022/GMP

2321

U,

BUPOGNeHo, BKIKOYaKOUM YNaKoBKY/MapKyBaHHA Ta KOHTPOMb AKOCTI Ha MNpAT
«®apmauesTnyHa dipma «[lapHuua» 3a agpecoto: m Kuis, Byn. bopucninbcbka,

MK# J13 NeUA/1153/01/03, [orosip nocrasku N PHARMAROST-1 sig

01.12.2022

Ne n.n. HalimeHyBaHHS nokasHuKa

Bumoru HopmaTuBHOI AOKyMeHTauii

PesynbTart aHanisy

1 Onuc
2 lneHTUdiKaLia A
3 lneHTUikauin B
4 OAHOPIAHICTb 4O30BaHUX OAUHULb
5 Po3nagaHHs
cpOBHBY
6 Cynpoﬁﬁjﬁﬁi nomiwkn g,
: i
5,
Y
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Hp B
fﬁf@{) y gt

TBepai XenaTUHOBI Kancyu 3 KOPMNYcom Ta KpULLIEYKOH 6iloro
Konbopy. BmicT Kancynu - nopolwok 6inoro abo Maiike 6inoro
Konbopy

Ha xpomatorpami posuuHy nopisHsHHs (a), oaepaHiii B posgini
«CynposiAHi AOMILLKW», Yac YTPUMYBaHHA OCHOBHOTO MiKa Ma€
CNiBNafaTM 3 YacoM YTPUMyBaHHs nika ¢byKoHa3ony Ha
XpomaTtorpami posunHy nopieHsHHaA (b)

YO-cnekTp NOrinHaHHA BUNPo6YBaHOro po3unHy,
MPUroTOB/IEHOr O, AK OMMcaHo B po3Aini "KinbkicHe BU3HayeHHA", B
obnacri sig 220 Hm go 300 HM NOBUHEH MaTK MaKCcuMyMun npu
BOBXMHAX XBUNb (228£2) HM Ta (271£2) HM Ta MiHIMyM
NOMNNHAHHA NPU AOBXWHI XBUANI (249+2) HM

Binnosigae Bumoram [dY, 2.9.40

He 6inbwe 30 x8 3 Arckamu

Homiwkn A - He Ginble 1,0 %

Homiwkn B - He 6Ginbwe 0,3 %

ByAb-AKol iHWOT foMiwKM — He Ginblue 0,2 %

Cyma BCiX AOMILOK - He 6inblue 2,0 %

Bignosinae

Bionosipae

Bignosipae

Bignosinae
12 xB
0,2 %
0,0 %
Bionosinae

0,.2%

Crop. 132



MpopoBxeHHs Ceptudikar akocti / CepTudikar aHanizy N2 170000023215

AN

10 Po3unHeHHs Bignoeigae sumoram JOY, 2.9.3 npu Q = 75 % 3a 45 x8 Binpnosinae

11 MikpobionoriuHa uncroTa BignosigHo go MKA J13 Bignosinae *
12 KinbkicHe BU3HaueHHA ¢nykoHasony 142,5 - 157,5 mr/kan 152,5 mr/kanc
13 YnakoBKa BignosigHo go MKA /13 Bignosigae

14 MapKyBaHHs BinpnosigHo oo MKA J13 Binnosipae
11. KomeHTapi: * MepioAnuHICTb KOHTPOMO B KOXHIN 10 cepii

12. YmoBu 36epiraHHsa:

13. 3asBa npo cepTudikauiito:

niTen micu,i.

B opurinanbHin ynakosui npu Temnepatypi He Bulle 25°C. 36epirati B HefOCTynHOMY Ans

Llum nigTeepaxylo, Wo BCi BUPOGHMYI cTadil Ans uiel cepil rotoBoi npoaykuii 6ynu nposeneHi

B MOBHIl BigNOBIAHOCTI 3 BUMOramu, BCTaHOBNEHUMU B YUMHHOMY KepiBHULTBI no GMP,
3aTBepAKeHoMy MiHICTepCTBOM OXOPOHY 3[0pOB'A YKpaiHu, i 3 BUMOramu peectpayinHoro

AOCbE Kpa'I'HI/I npu3HavyeHHA

Cepia gossoneHa Ao peanisauii / BigBaHTaxeHHa 3 14.07.2023

3aTBepmKylo

MIb: Kopotkosa O.I.

Mocapa: YnoBHOBa)eHa ocoba

NignucaHo enekTpoHHuUM nignucom: 14.07.2023  09:11

DokymeHT nignucaHo y cepsici BuacHo (nouaTok)
00481212_20230714_Certificate_170000023215.pdf
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Appeca C2C%3, wm. KuiB, syn. Bopucninbcbka, 13

Ten. /Makc: {+38044)5658-32-10 [MpuiAmanbHa

n n p H u u ﬁ (+38044)207-73-41 Bigain KoHTpon AKoCTi
(+38044)207-73-04 YnoeHosameHa ocoba 3 AKoCTI
(+38044)207-73-27 ¥YnoeHosaweHa ocoba 3 GapmakoHarnagy

Ceprudikar akocri / Ceptudikar aHanisy Ne 170000003255

1. HalilmeHyBaHHA NpoayKLii:

{Ha3Ba, CUNa AiifakTUBHICTb, NiKapcbka dopma Ta
pPo3Mip YNakoBKW (iAeHTUYHO A0 TEKCTY Ha
YNakoBLi roToBCl NpoAyKLii))

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

5. HaiimeHyBaHHA KpaiHM / KpaiH npu3Ha4YeHHA
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 RileH3iA BCiX
AiINbHULE BUPOGHULITBA | KOHTPOAKD AKOCTI;
Ceprndikatn signosinHocri GMP Bcix
AINbHULb:

10. AHani3 BUKOHaHWH 3rigHo:

Pe3synbTaTi aHaniay:

QITYROHA3ON-0APHNLUA

1 Kancyna micTuTh ¢nykoHazony 150 mr;

Kancynu no 150 mr; no 1 Kancyni ¥ KOHTYPHIA 4apyHKOBIA ynakoBUi; no 2
KOHTYPHI YapyHKOBI YMaKoBKW ¥ nayui. MapKyBaHHA YKPaiHCbKOK MOBOID

NN10222
128,791 T¥YN
YKpaiHa

YKpaiHa

NeUUA/1153/01/03
02.2022
02.2025

BUpoGReHO, BKAIDYAOUM 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 N2 035/2019/GMP

MKA /13 ao peectpauifiHore noceiguyeHHa NeUA/1153/01/03 gig 04.04.2019
Ne728, 3i amiHamn

N2 n.n. HailMeHyBaHHA NOKazHUKa Byvmorn HopmMaTHBHOI AOKYMeHTaL il Pe3ynbTar aHanisy
1 Oonuc Teepai KeNaTHOBI Kancynun 3 KOPNYCOM Ta KpUILeYKoo 6inoro Bignosigae
KONBOPY. BMICT Kancynu - nopowok Hinaro abo maike 6inoro
KONbOpY
2 lnenTndikauia B YO-CnekTp NorvMHAHHA BUNpoboBYBaHOTO PO3UMHY, NPUroToBaHoro, Bigpnosigae

AK ONWCaHo B po3fini «KinbkicHe BU3HaueHHA», B o6nacTi Big 220 Hm
510 300 HM NOBUHEH MaTW MAKCHMYMI 38 A0BXUHKU XBuNi (26112) Hm
i (267+2) HM | MiHIMYM 32 AOBXKWHU XBUNI {28512} HMm
3 lnenTndikauis B YO-CnekTp NorMHaAHHA BUNpoboBYBaHOTO PO3UMHY, NpUroToBaHoro, Bigpnosigae
AK ONWCaHo B po3fini «KinbkicHe BU3HaueHHA», B o6nacTi Big 220 Hm
510 300 HM NOBUHEH MaTW MAKCHMYMI 38 A0BXUHKU XBUNi (268112) Hm
i (267+2) HM | MiHIMYM 32 AOBXKWHU XBUNI {28512} HMm

4 OaHOpIgHICTE A030BaHWX OfMHULL  Bignosigae sumoram AOY, 2.9.40 Bipnosigae
5 PosnapaHHA 3 AWcKkamK He Ginble 30 xe 15 xB
6 CynpoBifiHi FOMILIKK Domiwkn A - He Hinbwe 1,0 % 02%
7 CynpoBifiHi FOMILIKK Domiwkn B - He 6inbwe 0,3 % 0,0%
) CynpoBifiHi FOMILIKK Byab-aKol iHWol fomillki — He Ginble 0,2 % Bipnosigae
9 CynpoBifiHi FOMILIKK Cyma BCiX JOMIlIOK - He Binbwe 2,0 % Bipnosigae
10 PO3YMHEHHA Bianoeigae sumoram JAOY, 293 npn Q=75 % 3a 45 xB Binnogigac

Crop. 132



MpoposkeHHA CepTudikart AkocTi / CepTudikar aHanisy Ne 170000003255

11 Mikpobionoriuna uncrota BignoeigHo go MKA N3 Bipnosigae

12 KinbKicHe BU3HaYEHHA OnykoHazony 142,5 - 157,5 mrikan 149 4 mrikanc

13 YnakoBKa BignoeigHo go MKA N3 Bipnosigae

14 MapKyBaHHA BignoeigHo go MKA N3 Bipnosigae

11. KomeHTapi: bes KomenTapis

12. ¥YmoBn 36epiraHHa: B opwrianbHi ynakosui npu Temnepatypi He Buwe 25°C. 36epirath B HeAOCTYNHOMY ANA
JiTeln micui.

13. 3aaBa npo cepTugikadiro: Llum nigareepaxyio, Wo BCi BUpoBHUYI cTagil Ans Liel cepil roTogol npoaykuil 6ynu nposeaeHi
B NOBHIMA BIANOBIAHOCTI 3 BUMOraMy, BCTaHOBNEHWUMY B YAHHOMY KepiBHUUTEI no GMP,
3ateepaxeHomy MiHicTepcTBOM OXOPOHM 3A0pP0OB'A YKpaiHK, | 3 BUMOraMy peecTpauiiHoro
AOCBE KpaiHW NPU3HAYeHHA

Cepia gossoneHa Ao peanisalii / BinpaHTaxKeHHA 3 13.04.2022

3aTBEpAXKYIO

MIb: KopoTtrkoea Q..

Mocapa: YnoBHoBaXxeHa ocoba

MianucaHo enekTpoHHUM nianvcom: 13.04.2022
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