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CepTudikat akocri / Ceprudikar aHanisy Ne 170000019263

1. HalimeHyBaHHA NpoAyKUii OAMOTUONH-OAPHULIA,

(Ha3Ba, cuna Aii/akTMBHICTb, Nikapcbka popma Ta 1 TabneTka MICTUTL GaMOTUAMHY 20 wr;

po3Mip ynakoBKy (ileHTUYHO [0 TEKCTY Ha TabneTkn BKkpUTi 060n0HKo0, No 20 mr;

ynakoBLi rotosoi npoayKuii)) no 10 TabneToK y KOHTYpPHIll YapyHKOBIV ynakoBUi; N0 2 KOHTYPHI YapyHKOBI

YNakoBKM B Maulli 3 MapKyBaHHAM YKpalHCbKOIO MOBOIO

2. Homep cepii: 1BF10323
3. Po3mip cepi: 71,685 TYN
4. KpaiHa-BUpPOOHMK: YKpaiHa

5. HalimeHyBaHHA KpaiHu / KpaiH NpusHavyeHHA YKpaiHa

AnA cepii:

6. Homep peecTpauiiiHoro nocBig4eHHA: UA/8956/01/01, Lorosip noctaeku Ne PHARMAROST-1
7. Bata Bupo6HULTBa: 03.2023

8. lata 3aKiHYeHHA TepMiHy NpuAaTHOCTI 03.2026

(micaub i pik, nicna akoro J13 He 3aCTOCOBYETHCA):

9. Ha3Ba, agpeca Ta HomepMu nileHsili Bcix BMPOG/IEHO, BKIIOYalouM YNakoBKy/MapKyBaHHA Ta KOHTPO/b AKOCTI Ha MpAT
AiNbHULbL BUPOGHULTBA | KOHTPONIO AKOCTI; «DapmaliesTyHa Gipma «[apHuuA» 3a afgpecoio: M Kuis, By, Boprcninbcbka,
Ceptudikatn signosigHocti GMP Bcix 13;

AinbHULb: niuexsia AB Ne598086;

CBifOLTBO Npo aTecTaujito nabopatopin BKA Ne 128;
ceptudikat GMP Ne 060/2022/GMP

10. AHani3s BUKOHaHWUIA 3rigHo: MKA 113 NeUA/8956/01/01, orosip noctaeku Ne PHARMAROST-1 sig
01.12.2022

Pe3ynbTaTu aHanisy:

N2 n.n. HalimeHyBaHHA NOKa3HWKa Bumorun HopMaTUBHOT AOKYMeHTauil Pe3ynbTar aHanisy

1 Onuc TabneTku, NoKpUTi 060N0HKOI, 6inoro Konbopy, Kpyrnof ¢dopmu, ¢ Bipnosipae
[BOAKOBUNYKNOK NOBEPXHEID

2 lneHTUdikauia A Y®-cneKTp NOrMUHaHHA BUNPOBYBaHOro PO3UKHY, NpuroToBaHoro,  Bignosigae

AK onucaHo B po3aini "KinbkicHe Bu3HaueHHa", B o6nacrti ig 220 HM
[0 320 HM NOBUHEH MaTW MaKCUMyM NPU JOBXWHI xBuni (2652) Hm
3 lneHTudikauin B Ha xpomaTorpami BUnpo6yBaHOro posyuHy i po3uunHy ana Bignosipae
ineHTUdiKaLii, oTpumaHux B po3aini "CynposiaHi gomiwku", Yac
YTPUMaHHA OCHOBHOTO NikKa NOBUHHI cniBnaaaTu

4 ORHOPIAHICTb A030BaHKX ognHULL  Bignosigae sumoram AOY, 2.9.40. NpuitManbHe Yucno AV<15,0 Bignosigae
5 Po3nagaHHsa He 6inbwe 30 xB 5 xB

6 CynpoBiAHi JOMILIKK Nomiwkm C - He Ginbwe 0,5 % 0,0 %

7 CynpoBiAHI JOMILLKK Jomiwku 1 - He 6inbwe 0,5 % 0,0 %

8 CynposiaHi AomilKu Nomiwka 2 - He 6inbwe 0,5 % 0,0 %

9 CynpoBiaHi [OMILLKN [Nomiwka 3 - He 6inbwe 1 % 0,0 %

10 CynpoBigHi fomilKK Byab-AKOT iHWOT fomiwky — He Ginble 0,2 % Bignosipae
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MpopoexkeHHa Ceprudikar akocri / CepTudikar aHanizy N2 170000019263 I“ I"lll""l”l”|”|||"”|"|||ml””m

11 CynpoBigHi JOMILLKM Cyma BCix AOMILOK - He Binblue 2,5 % 0,1 %

12 Po34yuHeHHs Bipnosinae sumoram A0Y, 2.9.3 npu Q = 80 % 3a 30 xB Binnosinae
13 Mikpo6ionoriyHa uncToTa BignoeigHo go MKA N3 Binnosinae
14 KinbkicHe Bu3HaueHHs dpamotuamHy 19 - 21 mr/Tab 20 mr/Tabn.
15 YnakoBKa BianosigHo no MKA N3 Bignosinae
16 MapkyBaHHsA BianosigHo no MKA 13 Bignosinae
11. KomeHTapi: bes KOMeHTapiB

12. YmoBu 36epiranus: B opuriHanbHin ynakosui npu Temnepatypi He Bue 25°C.

13. 3anBa npo ceptudikauito: Lum niaTBepAXYIo, WO BCi BUPOGHUYI cTagii Ansa uiei cepii rotosoi npoayKuii 6ynu nposefeHi
B MOBHIl BiANOBIAHOCTI 3 BUMOraMu, BCTAHOBIEHUMU B YUHHOMY KepiBHUUTBI no GMP,
3aTBepAxeHOMY MiHICTePCTBOM OXOPOHW 30POB'A YKpaiHu, i 3 BUMoramu peecTpauinHoro
HA0CbE KpaiHW Npu3HadYeHHs

Cepin nosBoneHa Ao peanisauii / BigBaHTaxenHs 3 14.04.2023

3aTBepaKylo
MIb: Kopotkosa O.I.

Mocapa: YnoBHoBa)keHa ocoba

Minnucano enekTpoHHUM nignucom: 14.04.2023  09:12
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(+38044)207-73-04 YnopHosaeHa ocoba 3 sKoct]

Appeca 02093, m. Kuis, Byn. bopueninbebka, 13
Ten./Maxc: (+38044)566-68-78 MpuimaneHa
Q p H u u g (+38044)207-73-41 Bingin KOHTPOJHO SKOCTI
Z

(+38044)207-73-27 YnosHosameHa ocoBa 3 dapmakoHarnany

CepTudikat akocri / Ceptudikar aHanisy N2 170000028964

1. HaitmenyBanua npogyxuyii:

(razea, cuna giifakTBHicT, nikapcbka dopma Ta
PO3MID yNakosku (ieHTYHO fO TeKCTy Ha
YAaKkosui rotosol npopaykuit))

2. Homep cepii:
3. Posmip cepii:
4. KpaiHa-snpo6Huk;

5. HaiimenyBannsn kpainn / KpalH NpuzHaYeHHs
BNA cepil:

6. Homep peecrpayitinoro noceigyueHHa:
7. flata BupobHuyTBa:

8. NaTa 3aKkiHueHHA TepMiHy nprgaTHoCTi
(micsub | pik, nicna skoro N3 He 33CTOCOBYETLCA):

9. Hazea, agpeca Ta HOMepW nigeHsin Beix
AiNbHIYL BUPOGHULTES i KOHTROAKW AKOCTI;
Ceprudikatu signosigHocri GMP Bcix
AIABHULb:

10. AHaniz BUKoHaHM srigHo:

PesynsraTtin amanisy:

CAMOTUANH-OAPHWLS,

1 Tabnetka mictute damoTisny 20 mr;

Tabnetkn BKputi obonoHkolo, no 20 MT;

no 10 rabneTok y KoHTYpHit HaPyHKOBI yNakoBLUi; No 2 KoHTYpPHI YapyHKoBi
YNaKGBKW B MayLli 3 MapKysaHHAM yKPaTHCHKOIO MOBOIO

1BF21123
15,005 TYR
YKpaina

YKkpaina
UA/BIS6/01/01, Horosip noctapku Ne PHARMAROST-1

11.2023
11.2026

BUPOBNEHD, BKAUAIOUN YNakoBKY/MapKyBaHHA Ta KORTPO/b AKOCTI Ha MpAT
«PapmaleBTuHa pipma «[lapruus» 3a agpecoto: m Kuig, Byn. Bopucninebcbka,
13;

niuensia AB Ne598086;

CBifloUTBO Npo aTecTaljit nabopartopin BKA Ne 128:

cepTudikat GMP Ne 072/2023/GMP

MKST N3 NeUA/8956/01/01, Horosip nocraekn N2 PHARMARQOST-1 Big
01.12.2022

N2 n.n.  HalimeHyBaHWHH nokazHuka Bumoru nopmatueHoi AOKyMeHTayil Pesynbrar ananiay

1 Onuc TabneTkw, NokpuTi 0600HKOW, BINoIO Koneopy, Kpyrnci dopmu, ¢ Bignosigae
ABOAKOBUOYKACKO NOBEPXHEND

2 laenTugikauis A YO-cnekTp nomyHanHs BUNPOBYBAHOIO po3unHy, npurotosaHoro,  Bignosigae

AK onucato B posaini "KinbkicHe 8u3HadvenHn”, B obnacti Big 220
HM Ao 320 Hm noBuHeH MaTu MaKCUMYM NP JoBXuWHI XBuni (265

12) Hm

3 laeHTudikayia B Ha xpomatorpami sunpo6yeatoro PO34nHy i posunHy anAa Bignoeigae
iAeHTUdIKaLl, oTpuMaHux B poagini "CynposigHi gomiwkn®, uac
YTPMMaHHA OCHOBHOTO NiKa NOBUHHI cniBnagaTu

4 OnHopifHicTs fo30BaHMX oamhMUb  Bignosigae sumoram 1Y, 2.9 40, MpuAManeHe uncno AV=15,0 Bianosinae
5 Poznapanus He Ginbire 30 xg 5 x5
8 CyﬂpOBigHi‘ﬁgf\:‘ililt{UEl;l; 0/;% Homiwkm C - He Ginbwe 0,5 % 0,0 %
™
% %
7 Cynﬁ'oei,qHHama'pxgwxo o Homiwxn 1 - He Ginbwe 0,5 % 0,0 %
= MapianHa =
8 CyEpOBiAHB@Qm}mHa o Aomiwka 2 - ne Ginbwe 0,5 % 0,0 %
- EOPMCY/MH -
9 CyngosigHigipmitsm o o Homiwka 3 - e Binbwe 1 % 0.0 %
<@,
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Npopoekenna Ceprudikar akocti / Caprudikar aHanizy N¢ 170000028964 l” |”"I|I”I”"|"|I”I||“I”II“I" I” II,

10 CynpogigHi gomiuku byAb-AKOT iHWOT foMilwkn — He Ginbtue 0,2 % Bignosigae
11 CynposigHi gomiliku Cyma BCix AOMIWOK - He Binbwe 2,5 % 0,2 %

12 PozunHenns Bianoeigae sumoram AOY, 2.9.3 npn Q = 80 % 3a 30 xs Bignosigac
13 Mixkpobionoriuna yuctoTa BignoeigHo ao MKA N3 Bignosinae *
14 KinskicHe BM3HavyeRHs damotuguHy 19 - 21 mritab 20 mrfrabn.
15 Ynakogka BignosigHo go MKA N3 Biagnoeigae
16 MapkysaHHus BianeeigHo 1o MKA N3 Bianoeigae
11. Komenrapi: *MNepiofnyHicTL KeHTPONo B KOXKHIK 10 cepil

12. Vmoru 36epiranua: B opurinaneHii ynakosui npu TemMnepaTypi He BuLe 25°C,

13. 3anBa npo cepTudpikayi: Lium ninTBepmkyro, wo sci BUpOOHUYI cTaail ansa uiei cepii rotosol NpoAykUii 6ynu nposenen)
8 NOBHI BlANOBIAHOCTI 3 BUMOramu, BCTAHOBNEHUMU B YNHHOMY KepisHuuTei no GMP,
3aTBEPAMEHOMY MiHicTepcTeoM 0XOpOoHK 370POB’A YKpaity, i 3 BuMoramn peecTpayiitoro
AOChE KpaiHW Npu3HaueHHs

Cepist fozeoneHa fo peanizauii / BigBaHTaMeHHa 3 30.11.2023

3arsepmkyo a‘
Ni: Hazapexke M.B.

Mocafna: YnoBHoBaxeHa ccoba

flignucano enekrpornum mignucom: 30.11.2023 14:28

AokyMeHT nignucano y cepsici Buacko (nouyaTtok)
00481212_20231130_Certificate_1 70000028964 pdf
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