d AAPHUUS

Appeca 02093, M, Huis, Byn. GBopucninstoka, 13

Ten., /Sanc:

(+38044) 366-63-78 NpuAManoHa

(+38044)207-73-41 Biggin KOHTRONK AKOCT
(+3B044)207-T73=04 ¥YnoeHopasiera ocofa 3 sxocti

[+3B044)207=-T73=-27

Ynosnosawena ocoBa 3 dapmaKoHarnsay

Ceprudikar akocri / Ceprudikar ananizy N2 170000023212

1. HaimeHnysauun npoaykuii:
(Ha3Ba, cuna fiilakTHBHICTD, NiKapcbka dopma Ta

po3mip ynakoeku (igeHTnuno po TERCTY Ha

YNakoBuUi roTosoi npoaykuyii))

2, Homep cepii;

3. Po3mip cepii:

4. KpaiHa-enpobHuk:

9. HalimeHyBanHA Kpaikm | KpaiH npuaHayeHHa
ana cepii:
6. Homep peecrpayifinoro noceiguesnn:

7. Lara supobHuyTea;

8. Nlara 3akiHyeHHs TepmiHy npupaTHocTi
(micaue i pik, nicnA Akoro /13 He 3acTocosyeTbea):

9. Hasea, agpeca ta Homepw niuexsii scix
AiNbHWLL BUPOGHWUTBA | KOHTPOMIO AKOCTI;

CeprudikaTu signosigrocti GMP geix

AiNbHAUL:

10. Axanis sukoHanui srigHo:

PeayneTatu ananisy:

ONYKOHAION-OAPHWUA

1 kancyna micTute dnykonazony 100 mr:

kancynu no 100 mr; no 10 kancyn y KOHTYpHil yapyHkosiil ynakosui: no 1
KOHTYPHII Y3PYHKOBIA ynakosui y navyi 3 MAPKYBIHHAM YEPIIHCBKOD MOBOK

MNL30623
38,809 TVN
Yrpaisa
Yupaiva

NeUA/1153/01/02

06.2023
06.2026

8upoBneHo, BKNKYA4M YNaKoBKY/MapKyaaHHA Ta KOHTPONb AKOCTI Ha MpAT
«DapmayestuuHa dipma «Japruuar 3a agpecow: m Kwis, yn. Bopucnineceka,
13
niuewsia AB Ne5980BE;

ceigourso npo atecrauio naboparopin BKA Ne 128:

ceprudikat GMP N 060/2022/GMP

MEKA N3 go peectpauiitoro nocsiguerna NeUA/1153/01/02 sig 04.04.2019
NYT28, 3i aminamm

N n.n.  HaAmeHyBawua nokazuuka Biumoru HopmaTHBHOT foKyMeHTayil PezyneTtaT aHanisy

1 Onumc TBepai *enaTuHoBI KaNCyNK 3 KOPNYCOM Ta KpMWeEYKo BiNoro Bignogigae
Konbopy. BMICT xancynw - nopowok Ginoro abio mMaime Binoro
KONbOpY

2 InenTudikagin A Ha xpomarorpami pozunny nopisxsmna (a), onepsaniin e poagini Bianosinae
«CynpoeiaHi gomiwkus, vac YTPHMYBAHHA OCHOBHOTO Nika Mac
CNiBNaNaTH 3 YaCom yTPUMYBAHHA Nika dinykoHazony Ha
XDOMATOrpami poavuHy nopissaHna (b)

3 lneHTrikauia B YQ-CcnekTp nornMHassA eunpobosysanoro PO3IYMHY, Bignomipae
NPUroToBRAHOrD, AK onWcaHo B posgini «KinskicHe BuInaveHHAs, B
obnacti gig 220 um go 300 1M RoBUHEH MaTk MBKCHMYMKA 33
AoBmnHy xounl (261+2) um i (267£2) um | MiHIMyM 32 nOBRUHK
xeuni (265+2) nm

4 Onnopinuicts ao3osakux oaukvue  Bignosigae sumoram Aoy, 2.9.40 Binnosigae

5 Posnaganpspottug 3 Avcramu He Ginswe 30 xe 12 x8

o P “?..}"
6 CynposisH@niveBna - Rowmiuiki A - e Ginbwe 1,0 % 02%
~ i Okrcauna E ) ) ff &
T CrEpuaumli-%%HwHu : Oomiwks B - ve Ginbwe 0,73 0,0 %
8 Cy&poainﬂ%ﬁnﬂw‘lnki 5 Bynb-aKol iHwoi gomiwke Bignosigae
oA ik: 2l BN 4
9 CynpoET.qq,i {g.:uulmnu .‘.,C"g Cyma BCix AoMiLOK - He Bins 0,3%
Biim o BR




10 PO3UUHEHHRA

11 Mikpobionoriysa yacTota
12 KinbKicHe BHIHAYSHHA

13 Ynakooka

14 MapryBanHa

Bignoeigae eumoram JOY, 293 npm Q=75 % 3a 45 28
Binnogipso o MEA N3

@Mnykonazony 950 - 105,0 mrikan

Bignoeigno go MKA N3

BignosigHo go MEA N3

Bignosigac
Bignosipae *
99,5 mrixanc
Bignoeigae

Bignosigac

11. KomenTtapi:

12. ¥Ymoew 36epiranun;

13. 3anea npo cepTudikayio:

* NepioanuHicTe KoHTROMO B Komuin 10 cepii

B opwmriHansHii ynakosui npr Temnepatypi He euwe 25°C, 36epiratv B HEQOCTYNHOMY ANA

niTeR micui.

Lum nigreepgsyio, wWo Bci upobHuui cTagii ana uiei cepil rotosoi npoaykuii 6ynu nposegesi
B NOBHIN BiONOBIGHOCTI 3 BUMOramMy, BCTAHOBNEHWMK B UMHHOMY KepiBHwuTei no GMP,
3aTeepaseHomMy MiHicTepcTeoM OXOPOHW 300poB'A YKpaiHy, | 3 BUMOramMm peecTpaudinHoro

ADCBE KPaiHW NPU3IHAYEHHA

Cepin go3zsoneHa go peanizauii / sigsantamennn 3 10.07.2023

INIE: KopaTtkasa O.T.

MNocaga: ¥Ynoanosawena ocoba

3aTeepamyno

Nignicano enexTponHum nignucom: 10.07.2023  10:05

HokymenT nignucaxo y cepeici BuacHo (novatok)
00481212_20230710_Certificate_170000023212.pdf



DokymeHT nignucaxo y cepeici BuacHo (npoaoem#eHHA)
00481212_20230710_Certificate_170000023212 pdf

JlokymeHT ignpagnexo: 10:09 10.07.2023
BnacHWK AOKYMeEHTY

EnexkTponHuia nignuc

10:09 10.07.2023

EAPNOY/INH: 004871212

I0p. Hasea: NPMBATHE AKLIIOHEPHE TOBAPUCTBO ®APMALIEBTUYHA ®IPMA JAPHULA
CTapluwi iHcnekTop-ynoBHoBakeHa ocoba; KopoTkoea Okcaxa lMeopriigHa

Hac nepesipiku KEMNYELIN: 10:09 10.07.2023

Cratyc nepesipkw cepTudikaty: Ceprudikar gie

Cepifkui womep: 32BA6ADARTE0FF450400000097150000053B0000

Tun nignucy: keanigikopaxui
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¥ 2aPHUUSA

Appeca 02093, m. Kwis, Byn. bBopwcninbcbka, 13
Ten. /®akc:
(+38044)207-73-41 Bignin koHTponio AKOCTi
(+38044)207-73-04 YnoeHoBaxeHa ocoba 3 AKoCTi
(+38044) 207-73-27 YnoeHoBaxeHa ocoba 3 dapmakoHarnagy

(+38044)566-68-78 [lNpuiimanbHa

L

Ceptudikar akocri / Ceptudikar aHanisy N2 170000027416

1. HaiimeHyBaHHA npoAyKuii:
(Ha3Ba, cuna pii/akTUBHICTL, NiKapcbka popma Ta

PO3Mip YNakoBKW (iI€HTUYHO [0 TEKCTY Ha

yrnaKoBLi roToBoi NpoayKLji))

2. Homep cepii:

3. Po3mip cepii:

4. KpaiHa-BUpOo6GHUK:

5. HaiimeHyBaHHA KpaiHu / KpaiH Npu3HaYeHHA
ANA cepii:
6. Homep peectpauiiiHoro nocsig4yeHHs:

7. DaTa Bupo6HUYTBa:

8. [laTa 3aKiHYeHHA TepMiHy npuaaTHoOCTI
(micaub i pik, nicna Akoro J13 He 3aCTOCOBYETLCA):

9. HasBa, agpeca Ta HomMepu fniyeHsii Beix
AiNbHUUBb BUPOGHNLITBA | KOHTPONIO AKOCTI;
Ceptudikaru signosigHocti GMP Bcix
AiNbHMLUDb:

10. AHani3 BUKOHaHWMN 3rigHoO:

PesynbTaTtu aHanisy:

OJTYKOHA3O0IN-OAPHMUA

1 kancyna mictutb dnykoHasony 100 wmr;

kancynu rno 100 mr; no 10 Kancyn y KOHTYpPHI YapyHKOBII yrakosui; no 1
KOHTYPHIll YapyHKOBII yrakoBLji y nauui

1DL21023
10,142 YN
YKpaiHa

YKpaiHa
NeUA/1153/01/02, forosip noctasku N0 PHARMAROST-1

10.2023
10.2026

BUpo6neHo, BKTIOYaoUM yrakoBKY/MapKyBaHHA Ta KOHTPONb AKOCTi Ha MpAT
«DapmauesTyHa pipma «JapHuua» 3a agpecoto: m Kuis, Byn. bopucninbcbka,
13:

niuensia AB Ne598086;

cBigouTBO NMpo artecTauito nabopatopiin BKA N2 128;

ceptudikat GMP Ne 072/2023/GMP

MKA J13 NeUA/1153/01/02, Jorosip noctaBku N PHARMAROST-1 Big
01.12.2022

N2 n.n. HaimeHyBaHHA NOKa3HWKa Bumory HopmaTMBHOI AOKYMeHTaLii PesynbTaT aHanisy

i Onunc Teeppi »enaTvHOBI Kancynu 3 KOpNycoMm Ta Kpulleykoto 6inoro Binnoeinae
Konbopy. BMicT kKancynu - nopouwok 6inoro abo maiixe 6inoro
KONbopy

2 IlneHTudikauia A Ha xpomaTorpami po3unHy NopiBHAHHA (&), ofepaHiil B po3gini Bignosinae
«CynpoBigHi JOMILLIKW», Yac YTPUMYBaHHA OCHOBHOIO Nika Ma€
cniBnagat 3 YacoM YTPVUMYBaHHA Mika ¢yKoHasony Ha
Xpomarorpami po3unHy nopisHAHHA (b)

3 IneHTudikauia B Y®-cneKTp NoryuHaHHA BUNPOoOOBYBAaHOTO PO3UUHY, Bignosinae
NPUroToBaHoro, AK onucaHo B po3fini «KinbkicHe BU3HaUYeHHA», B
obnacti sig 220 Hm go 300 HM NOBMHEH MATK MaKCUMyMK 3a
OOBXWUHW XBWNi (261£2) HM i (267£2) HM | MiHIMYM 32 [OBAKUHN
XBuni (265+£2) Hm

4 OpHopigHicTb fo30BaHUX oauHUUb  Bignosigae Bumoram MY, 2.9.40 Bignoeigae

5 Po3napaHHa 3 auckamm He Ginble 30 xB 15 xB

T L kil T . .
6 Cynpo@mﬁl JOMILLKK ’-q% Jomiwkm A - He 6inbwe 1,0 % 0,1%
& 2
7 CynpOBinHKﬁﬁﬁMBa e Jomiwku B - He 6inbwe 0,3 % 0,0%
os OkcaHa =
8 CyﬁpOBinHﬁﬁiﬁﬂﬁiiﬁHa 5 Bynb-AKoi iHWOoI ooMilKK — He Binbuie 0,2 % Bignoeigae
o eaprnoy/Ind <
9 Cynﬁo&inﬁi%ﬁﬁﬂm 2 < Cyma BCiX JOMILIOK - He 6inblue 2,0 % 0,2%
< <
s >

<
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Crop. 132



MpopoexeHHA CepTudikaT AkocTi / CepTndikar aHanisy N2 170000027416 ||| ‘III"‘I”l”ll||”I"I‘|II|||‘I||I||‘" m

10 Po3UMHeHHA Bignosinae Bumoram JdY, 2.9.3 npu Q = 75 % 3a 45 xB Bignogigae

11 MikpobionoriuHa uncToTa BignogeigHo go MKA N3 Bipnosigae *

12 KinbKicHe BM3HaueHHA dnykoHazony 95,0 - 105,0 mr/kan 97,3 mr/kanc

13 Ynakoeka BignogeigHo go MKA N3 Bignoeigae

14 MapKyBaHHs BignogeigHo go MKA N3 Bignoeigae

11. KomeHTapi: *NepioANYHiCTb KOHTPONIO B KOXHIM 10 cepil

12. YmoBn 36epiraHHa: B opwuriHanbHin ynakosui npu Temnepatypi He suwle 25°C. 36epirati B HEJOCTYNHOMY AnA
JiTen micu,i.

13. 3aaBa npo ceprudikauito: Llum niareepaxyto, Wo BCi BUpoOHWYI cTaaii AnA uiel cepii rotosoi npoaykuii 6ynu nposegeHi
B MOBHi BiANOBIAHOCTI 3 BUMOramu, BCTaHOB/IEHUMM B YWHHOMY KepiBHWUTBI no GMP,
3aTBepakeHomMy MiHiCTepCTBOM OXOPOHW 300POB’A YKpaiHW, | 3 BUMOramu peecTpauinHoro
[OCbE KpaiHW Npu3HaYeHHA

Cepia po3soneHa Ao peanisauii / sinsaHTaxeHHa 3 31.10.2023

3aTBepKyio
Mib: Kopotkosa O.I.

[Mocapa: YnoBHoBaeHa ocoba

MNignucaHo enektpoHHum nignucom: 31.10.2023  17:15

[okyMeHT nignucaHo y cepsici BuacHo (noyarTok)
00481212_20231031_Certificate_170000027416.pdf

Crop. 232



[okyMeHT nignucaHo y cepsici BuacHo (NpogoBixeHHs)
00481212_20231031_Certificate_170000027416.pdf

HokymeHT BignpaeneHo: 17:17 31.10.2023

BnacHMK J,OKyMEHTY

EnekTpoHHUIA nignuc

17:17 31.10.2023

€OPNOY/IMH: 00481212

lOp. Hasea: MPUBATHE AKL|JOHEPHE TOBAPUCTBO GAPMALIEEBTUYHA ®IPMA JAPHNLA
CTapluMK iHcnekTop-ynoBHoBaXeHa ocoba: KopoTkosa OkcaHa NeopriiBHa

Yac nepesipku KEMN/ELM: 17:17 31.10.2023

CraTyc nepesipku cepTudikary: Ceptudikar gie

CepiiiHnii Homep: 32BA6ADA8780FF450400000097150000053B0000

Tun nignucy: kBanidikoBaHWit
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