CEPTU®IKAT CEPIf SANOFI
[lepexnaj
XIHOTH 3aBoz dapManesTHYHMx Ta XiMIYHHX Mpogyxrie [paiisit Ko. JIT.
- koMnadia Ca”odi
Bupo6uuya ginsHuua Bepemenbxas - 2112 Bepeweabxas Jlesai, y.5, YropmuHta
Tes + 36 28 585 600/ dakc +36 28 585 939
GMID xop: 237309
Hassa npenapary: HO-HITNTA® TaéeTku no 40 mr Ne 100 y ¢prakoni
| Kpaina -imnoprep Ykpaina
| Cepia Ne; bvz19g KnienTcbka cepis Ne: | DVZ19
Jlara BuroTesaenus: 21.10.2020 [lpupatani go: F 092827
Cuaa pii: ApoTtasepuny rigpoxjopug 40mr
HJosoBana dopma: TabaeTku
Tun nakysaHHa: Ne 100 y daakoni | Bunymena kisekicts {ynakosok): | 41712
Kop npoaykry: VER 15652
L okasHukH ‘ Bumoru cneyndikanii I Pesyarratn J
XapaxkTepuCTHKH prﬁli, OnyKJii Ta6aeTKY }OBTOTO KOALODY ioslpne
3oBHiHIK BUTAAL i3 3esienyBaTHM ab0 NOMapaHYeBUM
BIATIHKOM; 3 TpaBipyBaHHAM «Spa» Ha 0ZHil
CTOpOHI.
Ineurudikanin o
BEPX Yac yrpumyBants spaska Bignosijae qacy Biguogigag
3 YTPUMYBaHHst CTAHAAPTY
Y¥®-cnexkrpodoTomeTpisn Makcumymu abcopb1lii 3a JOBKMHM XBUHA] Bigunosigac

241+/-2 um, 302+ /-2 Hm, 353+/-2 um

_Cynyrai pomimkn (BEPX)

Aporasepangun _ N <=0,50 %
Mlepnapun . ==0,20% )
Imwi okpemi gominikn <=0,20 %
Aomimox cymapro <=1,0 % ]
Kun,m(:i{e BH3HAYEHHS (BEPX} ‘ - o
ApoTaBepuHy rigpoxaopu 40,0 Mr+/-5 % (38,0 - 42,0 mr)
Posuunenns, yepes 30 xi (Ph. Eur)
Tlocypmna 1l >= 80 %
[Mocyavya2 i _.>=80%
- o >=8( 9%
Mocyaunad - »=80%
[locyauna 5 >= 80 %
Mocyauna 6 . o o >= 80 %
Pisenn 2 Cepeane 3HavenHs i3 12 TaGaeTok He MeHIIe He sacrocon

75 % 4epes 30 xB, HeMac xogHOI TabTeTKH
MeHIe 60 %

Pisens 3 Cepesine 3Ra4YenHn i3 24 TaBJeTOK He MeHIIe He sacrocoryersos
75 % 4epe3 30 xB, He 6inbue 2 TabieToK
meHlle 60 %, Hemae wozHol TabAeTKK
merme 50 %

BunpoGyBaH}m B npoue(:l BHEOGHHL(TB&* N

Poswmipu TabieTku : HAlameTp npu6au3HO 7 MM, BHCOTA
MpubAN3HO 3,4 MM

Cepezma maca (Ph. Eur) 140 mMr+/-7,59%

Onuopinnicts Macu (Ph, Eur) ) ___Biagnosigae

* um 3aCBIA4yIO, O MPOTOKOIH BHpoﬁnm{rBa cepif 6me po3r‘.n;myT1 Ta 6YJI0 BCY TAHOB/IEHO IX BRI




CEPTU®IKAT CEPIi SANOFI

[lepexnag,

XIHOTH 3aBoy; ©apmauesTHYHux Ta XiMIYHHX [pogyxris [paisit Ko. ta.

- komnakia Canodi

Bupobuuua ginsnuua Bepemweasxas - 2112 Bepemegsxaz Jesai, y.5, Yropuiuna

Tesl. + 36 28 585 600/ dakc +36 28 585 939

GMID kox: 237309

Ha3ga npenapary: HO-IINA® TaéaeTkn no 40 mr Ne 100 y ¢piakowni

Kpaika -imnoprep Ykpaina

Cepia Ne: bvzi9y KnienTcbka cepig Ne: DYy219

JlaTa BUTOTORJIEHHS: 21.10.2020 [IpuaaTHui g0: 19.2023

Cuna fii: ApoTaBepuHy rifpoxaopuy 40mr

Jo3oBaka dopma: TabaeTxu

Tun nakysanus: Ne 100 y dbaakoni J Bunyuiera kisibkicTs (ynakosok): | 41712

Koz npoaykTy; VER 15652 4‘
] ‘MiKpoai”d;IBriqua YUCTOTA

(Ph.Eur)* —— ~

Bakrepii, KYO/r ) <=1000

__Tpubw, kyo/r e ==l00 T
... Escherichia coli, 8 1r . Blacyrns

**Jlo/laTKOBI JOC/IKeHHSA | SKi He NPOBOAATHLCHA NIPH 3BUYAHHOMY KOHTPOJI, He NPOBOAHANCA A5 1l cepil.

Hdoaarkosa injb pmanis:

PeccTpanifine noceiguenns B Ykpaini UA/039 1/01/02
Jlinensia va BUpoGHHUITED Ne - HU-M-CHIN
i CepTudixat GMP Ne OGYEl/4666-5/2018

Hasea Bupo6Huka ta agpeca:

XIHOIH 3amop dapmaneBTHYHMX Ta XiMiuHHX [poaykris [paiisit Ko. Jr. Mignpuemcreo 2 (miagnpuemcTBO
Bepemegpxas)

2112 Bepewezbxas Jlesai, y.5, Yropupna.

Janum sacsiguayio, wo kaBefeHa BHile iHGopmalid € A0OCTOBIpHOI Ta TOUHOIO, Hana cepis 6yna BupoBJieHa,
BK/IIOYAOYN NaKyBaHHA/MapKyBaHHA Ta KOHTPOJIb SIKOCTI Ha BHINE3a3HAueHIl JiabuuLi v noBHiiE BignosignocTi 3
BuMoraMu GMP, BcTaHoBAeHMMM MiclieBUM PETY/IATOPHHM OPraHoM, a TakoX BIANOBiAHO Jo cmenudikanii, wo
MICTSTLCA y peecTpauiliHOMy aocke KpaiHu-iMnopTepa. [poTOKOAH BHPOGHUITEZ, NaKyBaHHA Ta anasi3iB Gyau
NeperJisHyTI T3 BCTAaHOBJAEHO BignoBigxicTs GMP.

HAaHa cepia Gysia BUroTOB/EKA ¥ BiLNORIAHOCT Ao sumor ¢GMP Ta y BignosignocTi go crenudikauii 40 BigTOBigZHOrO
Peectpanifinoro nocsiguenns. et cepTHQIKAT MICTHTh eeKTPOHHHI MANKC 3 BaJigoBaHol cucremu LIMS,

PimieHHa YnoBHOBaXKeHOI 0co6H
Plwenna mopo cepii:
Mara;

| YnosHnoBaxeHa oco6a: o

Aoxyop Cosrri Monis




HEPKIIKCIIVIKBA
AEPKABHA CIIYVIKBA 3 JIIKAPCLKI:'IX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMU v KHUIBCHKIHU OBJIACTI

npocnekr Banepis JloBawozcrkoro, 51, M, Kuis, 03110, Ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.go% Kon €/IPTIOV 37078774

BHCHOBOK
PO SIKiCTH BBE3€HOro B Ykpaiuy nikapeskoro 3acoby

02.12.2020 Ne 64855/20/10

HO-IIMA®

(HatiMenysanHg nixaperkoro 3aco@y srimno 3 peecTpaniitHum NOCHIAYCHHAM)
Tabaerky wo 40 mr; Ne 100+ o 100 rabnerox y paaxoni; mo 1 haxony B xaproHmii Koposni
3 HARJIEHKO)0 Ha Kopobui mis KOBTPOII0 NePIIOro BiAKpHTTH
(dopma sunycxy, A03YBAKHA, BHA DaKyBaHHs nixapcexoro 3acoBby)

Howmep peecrpauiiinoro nocsingenus UA/0391/01/02 crpok aii peecTpaniiiHoro nocsizuenus 01.01,.2099
Cepiz nikaperxoro sacofy Ne DV219 Kinekics BBeseroro nikapeskoro sacoby 41712

XIHOMH 3asox QapmanesTuynmx Te XiMiumm Hponyxris Hpaiisit Ko.

BupoGunx , p
JIta. Tinnpuemcreo 2 (mimipuemcrso Bepemenyxas), Yropipna
(zaliMenysaung BUpeBHUKA AikapoLkore sacoly, xpaina TIOXOJIKEHHS)
Beeseno B Vipainy Tosapnerso 3 06mesxenoio Bianosinaasuicrio "CAHO®MI-ABEHTIC

YR‘PATHA", ixeHT. koa: 35648623

(HafiMenysanua Ta kog 3a E€IPTIOY topumianol ocobn a0o npisnwue, isd's, no Garwron] isnunor
0CO6H - ninnpremug, ¥ micie TNIpOXHBARHS Ta peecTpauitinui HoMep oBnikeBol kKapTky maTHmKs
nozxatkis afio cepix ta HOMEp rnacropra)

Hporokon sisyansuoro KonTpow Bin 26.11.2020 N 4141/10.

3a  pesyasratamu ACPXABHOIO  KOHTPOIIO BCTANOBAGHO, WI0 JiKapcrxii  sacif BBCICHO B  Vkpalny 3

AOTPHMAHYIM-smdor JAKOHOZARCTEA I0A0 326e3meyenyy
fﬁipagnﬁ'\“r A

P %,
QQ<°\?_’;??\»1 i ff@@{? {\4

,:}3. '?}\9 i P ﬁ?;‘

Hfasagemae Ciryxou ) Oexciét COJIOJIPAL
S TG e SIS WA G i, —

CPHABHOTG KONTPONIO) (nianuc) (siviany Ta [pisBHiLC)

OCT! NiKApChKHX 32c06in.




CEPTU®IKAT CEPII Y
[Tepeknan
XIHOTH 3aBog dapMauesTHYHHEX Ta XiMiunux [IpoaykTis IIpa#siT Ko. JTa.
- KoMnaHis CaHoodi
BrpoGuuya sinenung Bepewmeapxas - 2112 Bepewesnxaz Jlepai, y.5, Yropumna
TesL + 36 28 585 600/ daxc +36 28 585 939
GMID kopx;: 237309
Hasga npenapary: HO-IIA® TadmeTku mo 40 mr Ne 100 y ¢1axoni
Kpaina -imnoprep YKpaina
Cepis Ne: EV023 KnienTcbka cepist Ne: EV02Z3
JlaTa BUrOTOBICHHS: 26.01.2021 IlpugaTHuit fo: 12.2023
Cuna gii: ZpoTasepuny rigpoxaopug 40mr

/lososana dopma: TabneTku

Tun nakysanns:

N2 100 y dnakoni

' Bunyuena kinekicrs {ynaxosox):i 41039

Koa npoaykry: VER 15652
L IMokazHuku Bumoru cnenudikanii PesynbraTtn
: XapakrepucTuku Kpyrai, onykai ta6neTiu xosToro KOJbOPY | Bignosigae
30BHINIHIH BUrAA] i3 senenyBaTHM 260 NOMapaHUYeBUM
BiATIHKOM; 3 rpaBipyBaHHAM «Spa» Ha oAHil
CTOPOHI.
laeHTugikanin
BEPX Yac yTpumyBsaHHs 3paska Bignosizac gacy | Bignoginace
e YTPHMYBaHHA CTAHAAPTY
Yd-cnexrpodoromeTpis Makcumymu aGeopbuii 3a goBKHHI XBUIT Bignosigae
241+/-2 um, 302+ /-2 1M, 353+/-2 HM
CynyrHi gomimku (BEPX)
JpoTasepanaun <=0,50 % 0,00 %
llepnapun <=0,20 % 0,00 %
i oxpemi jloMilkw <=0,20 % <0,10 %
_Aomimok cymapro <=1,0 % 0,0%
_KinbkicHe Busnavenns (BEPX) N
_lporasepuny rispoxaopuy 40,0 mr +/- 5% (38,0 - 42,0 mr) 402mr
Posunnenus, yepes 30 xg (Ph. Eur)
>=809% 90 %
>= 80 % 85 %
>= 80 % 87%
Hoc_ynnﬂa_{_‘_” >=80 % 93 %
Nocypuna 5 >= 80 % 94 %
[Tocyauna 6 B >= 80 % 95 %
PiBenn 2 CepesiHe 3HaueHHA i3 12 Tab/leTOK HE MEHILIE He 3actocosyerhes
75 % uepes 30 xB, HeMae KOAHOT TaBIETKH
MeHLe 60 % .
Pigenn 3 CepejiHe 3HAYeHHs 13 24 Ta6/IeTOK He MeHIe He sacrocoryernes

75 % uepes 30 xB, He Biiblie 2 TabeToK
meHie 60 %, HeMae KoaHOT TabaeTKu
Menme 50 %

ﬁ:ﬁqp_pﬁy]aaﬂﬂa B nIpoueci BHpoGHuuTRa*

Poamipu tadaerku

HiameTp npubsuusHo 7 MM, BHCOTa

Cepeans maca (Ph, Eur)

IPHBJIHSHO 3,4 MM
140 Mr +/- 7,5 %

_Oaxopianicts macu (Ph. Eur)

Bianoeigae

~ LHm 3acsifyio, mo npoTokoaH BUPoGHKITEA Cepil 6y/11 PO3rIsKyTi Ta 6Y/I0 BCTAHOBJIEHO 1X BiJl

\




CEPTU®DIKAT CEPI| SANOFI| g
[Tepeknan
XIHOTH 3aBoj PapmarieBTHIHMX Ta XiMIYHHX lpoayxris Mpaiisit Ko. /.
- KoMnaHisa CaHodi
Bupo6unya ainbuung Bepemegpxas - 2112 Bepemesasxas Jesai, y.5, Yropupsa
Tesl. + 36 28 585 600/ daxc +36 28 585 939
GMID xoa; 237309
Haszga npenapary: HO-IMNA® Ta6sieTku mo 40 mr Ne 100 y ¢prakoni
Kpaina -imnoprep YkpaiHa
Cepist Ne; EV023 KsieHTChKa cepia Ne: EV023
Jlata BUrotosneHHs: 26.01.2021 [TpupaTHui go: 12.2023
Cuna it ApoTagepuHy rigpoxsopug 40mr
JoszoBaHa ¢opma: Ta6nerku
Tun nakypanus: Ne 100 y dpakoni | Bunymena kisbkicts (ynakosok): | 41039
Koa npoayxry: VER 15652 |
MikpoGiosioriyna yucrora
_(Ph. Eur)**
___Bakrepii, KV /r <=1000
_I'pubn, KYO/r <=100
Escherichia coli, g 1r : BincyrHa

** lopaTKoBi JAOCTIDKEHHS , K He IPOBOAATHLCH NpPH 3BH9aHHOMY KOHTpPOJI, He OpOBOAMIHCA SN Liel cepil.
AoaaTtkosa indopmaris:

_Peecrpaniiine nocsisyenns B Yrpaini UA/0391/01/02
JlineH3ia Ha BHpoGHULTRBO No ) HU-M-CHIN
_Ceprudikar GMP Ne ‘ OGYEI/4666-5/2018

Hassa empo6uuka ta agpeca:

XIHOTH 3asopg dapmanerTHYHMx Ta XiMiuHux [Ipopyicrie Ilpadisit Ko. JlTa. [lignpuemcTBo 2 (mignpueMcrso
Bepemureanxaz)

2112 Bepeweanxas Jlegai, y.5, Yropuuna.

Janum 3acBiguyio, 1o HaBeAeHa sume iHQopMalis € J0CTOBIPHOW Ta TOYHOIO. launa cepia Syna mupo6ieHa,
BRJIIOYAI0MH MaKyBaHHA/MapKYBaHHs Ta KOHTPOJb AKOCTI Ha EMINe3asHaveHid AineHALi v noBHil Bignosignocti 3
BUMOraMu GMP, BCTaHOBJIEHMMH MiceBum PEryJATOPHUM OPraHoOM, a TakKoX BiAMOBigHO A0 crnenudikanii, o
MICTATBCA Y peecTpalliiiHOMy J[OChE Kpalnu-iMnoprepa. [IpoToKoMH BHPOGHHIITE], NaKyBaHHA Ta aHasi3iB GysH
TIEPErJISTHYTI Ta BCTAHOBJAEHO BiAIIOBiAHICTL GMP.,

Mlana cepist 6yna BUroToB./1eHa Y BifimoBigHOCTI J0 BUMoOr cGMP Ta ¥ BianosigrocTi go cnenudikauii g0 BIINIOBIIHOTO
Peecrpaniiinoro noceiuenus. Llei cepTudikar micturs eJIEKTPOHHHA MiANuUC 3 BasigoBadol cucTemu LIMS,

T Plmenns ynosnosaxenoi ocon
imenns wozo cepii: L ; Ao3Boseno

{ Jara: ‘ 11.02.2021 10:14 )

| YnoBHORa)keHa 0coda: Aoxrop Bewrrepi Boxkena [dr.Beszteri Bojana]
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JEEPXITIKCITYKEA
JEPYKABHA CJIY3KEA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIH OB.JIACT]

npocnext Banepis JIoGanoscekoro, 51, M. Kwuis, 03110, ten/dakc: (044) 363-06-50
E-mail; dls.ko@dls.gov.ua,h;ttps://www.dls.,qov.u& Kon €IPTIOV 37078774

BHCHOBOK
PO AKICTH BBE3eIoro B Ykpainy aikapcbkoro 3acody

03.03.2021 Ne 8025/21/10

HO-IIIMMA®

(naltivenypanug niKapceKaro 3acoly 3rinHo 3 peecTpaiilinmm NOCBiNYEHH M)
Tabrerku no 40 mr; Ne 100: 1o 100 Tabnerox y Pnakoni; nmo 1 ¢1axkony B kapronmiit Kopodui

3 HAKJIEHKO0I0 Ha Kopo6ui st KOHTPOJII0 epIoro BiXKpHTTS
((popma sumycky, A03YBAHHA, BHI NIAKyBaHHs JIKapCaKOro 3acoby)

Howmep peectpauiitiioro nocsinuenns UA/ 0391/01/02 crpok nii Peectpauiiinoro nocsinyenns 01,01.2099
Cepin nikapeskoro 3acoSy Ne EV023 Kinbkicts BBesenoro nikapeskoro sacofy 41039

XIHOIH 3azox DapmaneBTHIRHK Ta XiMivmmx Hponyxris Ipaiisit Ko.

Bupo6Huk . ;i
d JIta. Mignpuemerro 2 (miupremcerso Bepenienxas), Yropiguga
(HaitMenypanns BHPOOHHKA JKapChKOro 3acoby, kpaina HOXOJKEHHH)
Beseto B Vipainy Tosapucerso 3 o6meskenoro BIANOBITANLHICTIO "CAHO®I-ABEHTIC

YKPAI'HA", izenT. xon: 35648623

(HafMenyBanng Ta koJ 3a EMPIIOY 1opumuunol ocobn a60 npissuwe, iM'y, mo OatrkoBi disuyno]
0cobH - mianpHemus, ¥ Micue TPOXHBAHHSA Ta peecTpariiHunii HOMep 06mikoBol KapTiH ATk
noxarkis abo cepis ta HOMEp nacrnopra)

Iporoxon sisyansuoro Konrponmo in 25,02.2021 M 0493/12.

3a  pesynbratamu ACPAABHOLO  KOHTPONKO  BCTAHOBIIGHO, ?:}o mKapckuit  3aci6  Beesemo Ykpainy 3
AOTPHMAHHSM sumor 3aKOHOJABCTBA OO 3a6e3eueHn 4
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CEPTHU®IKAT CEPIi SANOFI Y
Mepeknan
XIHOTH 3aBog ®apMauesTHyHux Ta XIMidHIX lIpoaykris [Ipaitsit Ko. Ita,
- XoMnanifa Canodi
Brpobuuya fibanns Bepemregbxas - 2112 Bepemeasxas Jlesai, v.5, YropiuHa
TeJ. + 36 28 585 600/ dakc +36 28 585 939
GMID kop; 237309 | Koa npogyxry: | VER_ 15652
Ha3ga npenapary: HO-IITA®, TaGaerku no 40 mr, Ne 100 y daakoni
Kpaina -iMmnoprep Yxpaina
Cepis Ne; FvV024 KnienTcbka cepia No: FVoz4
Jara Burotopnenus: | 26.03.2022 NpwupaTauii go: 02,2025
Cua aji: JdpoTasepuny rispoxaopus 40 mr
AozoraHa popma: Tabaerku
Tun nakyBaHHA: Ne 100 y daakoni ?;{nlg);(u:;g:)xflnbmﬂh 41197
YMoBu 36epiranns: 36epiraTy B OpUTIHA/ILHIN yNaKoBUi APY TeMNepaTypi Hukde +25°C
L Noxazuuku Bumoru cnenudikanii PeaynpTaTth
XapakTepucTuku Kpyrai, onykai Ta6JeTKH KOBTOTO KONLOPY Bixnosigae
3oBrimMHIA BUIIAL i3 3estenyBaTHM ab0 IOMapaHYeRHM
BiiTIHKOM; 3 rpaBipyBaHHAM «spa» Ha ogHii
CTOpPOHI.
ImenTHdikania
BEPX Hac yTpumysanus spaska Bignosigae qacy Bianosinae
YTPHMYBaHHS CTAHAAPTY
Y®-cnekTpodoToMeTpis MakcumyMmu abeopBLii 3a JoB¥HHY XBUII Bignosizae
L241+/-2 8w, 302+/-2 um, 353+/-2 aM
_Cynyrui gomimku (BEPX)
JpoTaBepannin <=10,50 % 0,00 %
llepnapun <=0,20 % 0,00 %
Inmi oxpemi gomimku <=0,20% <0,10 %
Homimox cymapHo <=1,004 0,0 %
Kinbkicne pussauennn (BEPX)
ApoTaBepuHy rigpoxaopun 40,0 mr+/- 5 % (38,0 - 42,0 mr) 39,5 mr
Poauunenns, yepea 30 xg (Ph. Eur)
Q=75%{n=6)
Tocyauba 1 >=80% 92 %
Hocynuna 2 >=80% 93 %
[ocynuna 3 >= 80 % 95 %
locyauna 4 >= 80 % 93 %
llocyauna 5 >= 80 % 93 %
lMocyanna 6 >= 80 % 90 %
Pigenn 2 CepefHe 3HaYeHHA i3 12 Ta6NeTOK He MeHIIe He zactocoByeThea
75 % yepes 30 xB, HeMae KOJ(HOT TabneTKH
Merme 60 %
Pieens 3 CepefHe sHAYeHHA 12 24 TaGNETOK He MeHIIe He 3acTocoByeTbcA
75 % 4epes 30 xp, He 6iablue 2 TaBAETOR
meHue 60 %, HeMae xo0AHOT Tab/eTKH
_‘ menme 50 %
Bunpo6yranus B npoueci BHpo6HMITRA* )
Poamipu TabaeTtku HAiamMeTp npubaunao 7 MM, BHcoTa
HpHBAU3HO 3,4 MM
Cepenns maca (Ph. Eur) 140 Mr+/- 7,5 % e
Opnopignicte Macu (Ph, Eur) Bianoinae ,ﬁﬁ’%ﬁi“f
* HHM 3acBifyio, 10 npOTOKOAN BUPOGHKITBA cepil 6yau po3rAsHyTi Ta 6yn0 BCTAHOBACHO ix gehmont TR QLB

O Qg 24

Brg ppH 2022




CEPTHU®IKAT CEPIi SANOFI '
[lepexnan
XIHOTH 3aBog DapManeBTHYHHX Ta XIMIMHHX Hpoaykris lIpaiizit Ko. fitxa.
- KoMnanis Canodi
BrupoSuuua ginbuuns Bepemesbxas - 2112 Bepemeabxasz Jlepai, y.5, Yropuuna
Tes. + 36 28 585 600/ dpakc +36 28 585939
GMID koa; 237309 [ Koa npeaykry: | VER_15652
Ha3spa npenapary: HO-IIMA®, Taéaerky mo 40 mr, Ne 100 y ¢rakoni
Kpaina -imnoprep Ykpaina
Cepis Ne; FV024 KrmieHTchKa cepis Ne: FV024
fdara Burorosnenns: | 26.03.2022 [IpuaaTHwMii go; 02,2025
Cuota aii: ApoTaBepHHy rigpoxaopug 40 mr
ZlozoBaHa dopma: Tabaerxku
THn nakyesanns: Ne 100 y drakoni ?;nrg{ n;:::z)r:mbmc*m 41197
YMmoBu a6epirauns: 36epiraTu B OpUrisanbHiit ynakosi NIpH TeMGepaTypt HHK4Ye +25°C ]
Mikpo6iosoriuba uncrora
(Ph. Eur)**
baxrepii, KYO/r ) ) o <=1000
77777 ['puby, KYO/r <=100
Escherichia coli, B 1r ; Bigcyrni
** ofaTKOBI JOCHiKeHHS , AKi e MPOBOAATHCS IDH 3BHYAHHOMY KOHTPOJI, HE TPOBOAMAHCH AJIE i€l cepii.
foaaTkora indopmanis;
Peecrpanitine noceiguenus s Yrpaini UA/0391/01/02
Jliuensia ua BupoGHHUTED Ne HU-M-CHIN
 Ceprugixar GMP Ne OGYEL/24970-5/2021

Hasga BupoGHuKka Ta agpeca:

XIHOIH 3asos ®apMaueBTHunux Ta XiMivnnx Npoaykrie Mpaiisit Ko. JTn. llianpremcreo 2 (mignpremcTso
Bepemegbxasz)

2112 Bepewepsxaz Aegai, y.5, Yropuiusa,

JanuM sacpiguyw, mo mamegena BHIe iHpOpMaLif € JOCTOBIPHOK Ta TOMHOW. flana cepis Byna BupoGiena,
BK/IO4AI0YH [IdKYBaHHA/MapKyBaHHA Ta KOHTPOJL SAKOCTI Ha BHTe3asHAYeHIH JinbHMn] ¥ noBnil BignosizunocTi 3
BuMoraMH GMP, BCTAHOBNEWMMH MicleBHM PEerylaTOpPHMM OPTAHOM, a TAK®K BiJNOBIZHO A0 cneuHngikanii, wo
MICTATLCA Y peecTpauiiinoMy pgoche KpaiHH-iMnopTepa. [I[pOTOKONM BHpPOGHKIITES, NaKyBaHHA Ta aHali3iB Gyau
NEPErJIFIHYTI Ta BCTAHOBJIEHO BiamoBiAHicTs GMP.

Jana cepis 6ysa Burotosaena ¥ BifnosigHocti Ao Bumor cGMP Ta y BiAnoBifnocTi Ao cienmdikauiit zo BiinoBigHOrO
Peectpauifinoro noceiguenna. leit cepTudikaT MiCTUTB €eKTPOHHHH MiIKc 3 BafigoBaHol cuctemu LIMS.

 PiuieHus mogo cepii: ) J103BOJIEHO

Hara: 17.08.2022 16:06

Aoxrop BogHa Becrepi

YnopHoRaxeHa ocoba: o
[dr.Beszteri Bojina]




AEPXIIKCIIYXKBA
AEPKABHA CJIYVKBA 3 JIIKAPCBKI./.IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIU OBJIACTI

npocnekT Banepisa Jlobanorckkoro, 51, m. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.uahttps:.//www.dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
TMpO SKICTH BBE3EHOro B YKpainy JiKapcLKoro 3acoby

08.09.2022 Ne 35714/22/10

HO-IHIA®

{HailMenypanus nikapcekoro 3acoGy 3riiHO 3 PEECTPAETIHHIM TIOCBiqYeH M)
TabaeTkH 1o 40 mr, Ne 100: o 100 tadierox y paakoni; no 1 (daaxony B kKaproHuiit KopoGui
3 HAKJIEHKOI Ha KOpoOili Asl KOHTPOJIIO EPIIOTO BiXKPHTTS

{hopma paITyCKy, MO3YBAHHA, B NAKYBRHH TIKAPCHKOTO 3acoby)

Homep peecrpauiitoro nocsinuenns UA/0391/01/02 crpox gii peectpaniiinoro mocsinuenns 01.01.2099

Cepin nikapcrkoro zacody Ne FV024 Kinsxicte BBe3eHoro nikapceroro sacoby 41197
T XTHOTH 3apoa ®apmarieTnunnx ta Ximivumx Ipoayxrie Ipaiisit Ko.
2 Jita. Mianpuemerro 2 (mianpuemcteo Bepemensxaz), Yropmmna
(HalimeHyBaris BHpOSHHMKA TiKapcrkero 3acoby, kpaina OXOKEHHT )
Breseno B Ypaiiy Tosapucrso 3 o6memenor Binnosinansuictio "OIIELIA XEJCKEA

VEKPAIHA", inenr. xon: 43726391

(matimenypanns ta xog sa €JIPIIOY ropuucinoi ocobu abo NPI3BHINE, iM's, 10 GaThkoBi §ituunoi
ocodu - mignpreMis, if Micie npossiBanns Ta peecTpauiiHui HOMep 06nik0BOT KApPTKH ILTATHHKA
[0AATKIB 460 cepid Ta HoMep nacHopTa)

Hporokon eisyanstore kourposso sin 07.09.2022 N 2232/3.

3a  pesynnTaTaMu JepKABHOIO KOHTPONEd BCTAHOBNCHO, 1H0 pikapcekuit  3aci6 BBezeno B Vipaimy 3
AOTPHMAHHHM BUMOT 32KOHONARCTRA WOI0 320e3eueH T SKOCT niKapcbKHX 3acofis.
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NEPKITIKCIIVKBA
AEPKABHA CIIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMHA Y KHIBCHKIN OBJACTI

rpoenext Baxepia JloGanorerkora, 51, M. Kais, 03110, wen/tarc: {044) 363-06-50
E-mail: dis.ko(@dls.gov.uahttps://www.dls.gov.ua, Ko €IPTIOY 37078774

) BUCHOBOK
Npo AKICTH BBE3CHOI 0 B Y KpalHy JIIKapcsKoro 3acody
09.07.2022 Ne 23497/22/10
HO-HITIA®

(malbvenyBanest HiKapCLKOTe 3aco0y 3TIAHO 3 peeCTPALiFHEM TOCRIANCHNAM )
rabnerkn o 40 mr, Ne 100: no 100 tabaerox 'y daaxoni; no 1 Ppaakony B kaprosuiii
Kopobui 3 HaKIeH K010 Ha KOpoOui ISt KOBTPOJIIO HEPILOro BiAKPHTTH

{(ropMa BRAYCKY, ROTYBAHIN, BHE NAKYBAHHS NKaPChROTO 3ac06Y)

Howmep peectpaniisioro mocsingentis UA/0391/01/02 erpok aii peectpaniinoro nocsiauenna 01.01.2099

Cepis nikapeskoro zacofy Me V045 Kinskicrs Beesenore nixapesrors sacoby 41280

Bupoline XIHOTH 3asox ®apmanepruanux ta Ximivnnx [poayxris [paiisit Ko.

' JIon, Hignpuemereo 2 (nipnpuemerso Bepemeasxas), Vropuusna
(nafimetynanns supobErKa SUKAPCEKOT0 32006y, KpalHa NoXoMKeHHT )

Beezeno B YKpainy Topapuerro 3 odmexen oo siznosizaannicrio "OIIEJLIA

XEJCKEA YKPATHA", inenr. xon: 43726391

(nafimenynanna Ta-con 22 €APTIOY wopunmoi ocobn 360 npizsume, iM'A, 00 631&;03;
(izmmol ocob - nignpizesis, 1 Micue mposkuBRHEL TA peEcTPaNEitHul HosMep ofaixosol
KapTKH TWIRTHHKE FOAATKIB afio copis Ta HOMED Iaciopra)

HpoTokon sisyaneioro kentpose six 23.06.2022 M 1461/6.
Jiaboparopuiil anasiiz axoot Hikapcsxoro 3acody apificuenyit
TOB "Texnonab" (m.JIsniB, sya. Hanuia Anoctona, 2)

(najimenyBanns Ta Micuesnaxomeans Aadoparopit, mo nposena waﬁopcn"epsmu anania SfKOLll)

BHCHOROK WHOA0 AKoeri nikapeerore sacoly, suzanuit aaboparopicio wig 07.07.2022 Ne 0524

Peaynprars mabopaTopPHOTO aHANIZY AKOCTI JIKAPCLKOre 3aco0y 3a nepéripenumMu nokaznukamy BIAHOBIIAIOTE
BHMOTaM METOMIB KOHTPOMG SKOCTE {aHANITHYHO-HOPMaTHBHOT ROKYMeHTail).
32 pesymsTATAMH AEMWABHOIC KOHIPOAI BUTAHUBACHO, MO  Jikapehkuit 3acih meeséno & VYxpalay 3

HAOTPUMAHHSAM BUMOr 3aKOHOZRBCTBRA 11020 3a0eameuenig #RGCT nikapopkux 3aco6is,

3ybapena H. B

(inielan o nplaaning)
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CEPTH®IKAT CEPI
TiepeKnag
XIHOTH 3asog ®apmanestiunux Ta Ximivnux [pogyxTis Opa#sir Ko. fIta.
= komuaniz Canodi
Bupobonuya ginsuund Bepeutegpxas - 21172 Bepeweasxas Jlepal, v.5, Yropiinya
Tei + 36 28585 600/ dake +#36 28 585 939
GMID koa: 237309 f Koz npoaykry: L VER 15652
Haspa npenapary: HO-UIHA®, radserku no 40 mr, N2 100 y dgaraxoni
Kpalna -imnoprep Y¥xpaina
Cepis Ne: Fvo45 Knienrchra cepis Ne: FV045
Jdarta puroropienss: | 06,05.2022 DpuaarHui go: 04,2025
Cuaa git: Aporapepuny rigpoxgopng 40 mr
Bo3opana dopma: Tabaerku
Tun nakysaHsm: Ne 100 y Gaaxoui Bumymesa siIbKicrs 41280
(ynaxoBok}:
¥mopu 36epiranns: Jd0epiraTy B opurisaspHifl yonakossi Opu remuepaTypl simue +25°C
INokazaukn Bumoru crenundianii PeayavraTi
XapakTepHCTUKH Kpyrai, onyxai TaGaeTH MOBTORO KOALOPY . Bignonigacs
JoBHIMEI# BUMIsAA i3 gejleHyYBaTHM. 200 FIOMapAHIeBUM
BiATIHKOM; 3 TDABIpYRAHHAM «50a» Ha OAHIH
... CTOpOHI.
IpenTndgikanin
BEPX . Yac yrpumMysaHHA 3pasKa BignOBifae yacy Bignosizae
YTRHMYBAHHA CTAHAARTY
Y@-crexTpodoromerpis MaxcrmyMmy abcopGiil 3a JOmKMHEY XBHJI] Bianopigace
241+/-2 5m,302+/-2 um, 353+/-2 um
Cyiiyini gomiinxn {BEPX)
JlpoTasepanins <= (1,50 % (3,00 9%
Tepmapus <={,20 % 4,00 %
lHni okpesmi gominrn <={,20% <0,10 %
Homimox cymapuo <= 1,0 9% 0,0 %
. Kisibkicue Busnayenns {BEPX)
JApoTasepuily TIAPOXI0P A 40,0 mr +/- 5% {38,0-42.0 mr) 39,4 mr
- Pozumbennd, 4yepes 30 x8 {Ph. Eur}
Q=75%{n=06)
Hotyarna 1 >=80% 96 %
Nocyaneaa 2 == 80 % 100 %
Hocyanna 3 >=80% 100 %
Tlocyamua 4 >= 80 % 102 %
Hecynuta 5 >= 84 9% 100 %%
Hocyansa 6 2= 80% L 101 %,
Pisenn 2 Cepesane 3Hasenns i3.12 TabneToK He MeHile He 33CToCcoBYEThHCH
75 % yepes 30 xB, HEMAE KOAHGT TADASTKH
e ; meHise 60 % o
PiseHb 3 CepeaHe snauennn 13.24 TabreTOK HE MEHIIE Hle sacrocosyeThon

75 % depes 30 xB, He Binpuie 2 Tabnerox
wmexule 60 %, neMas Koo TAOMeTRY
_merme 509%

Bunpo6ysanHa B npoleci BupoGungTRa® .

- Pasmipn tabneTin

JiamerTp dpubansnHo 7 MM, BHCOTA
apubnnzno 3,4 MM

Cepegns Maca {Ph, Eur)

140 My +/- 7,5 %

Qanopigaicts mack [Ph, Bur]

Bignosijae

* HiM 3acsin4yio, WO IpOTOKOAN BADOGHNLTEA cepii SyK posras HyTi T2 BY/10 BCTaHoRAeHD 1X BT

by gar 96

1
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CEPTHU®IKAT CEPII
Tlepexian
XIHOTH 3asog GapmauesTanux Ta Ximiuuux Opogysria Npaiisit Ko, Arg.
- KoMnagig Canodi
Bupobuuua giasauus Bepemegexas - 2112 Bepewesasxas Jlegai, v.5, Yropumya
Tea, + 36 28 585 600/ daxc +36 28 585939
GMID Kop: 237309 | Koz npoaykry:. [ VER 15652
Hasga npenapary: HO-UIIA®, Taéaeriy no 40 mr, Ne 180 y daakoni
Kpaina -imnoprep Yupaina
Cepia Ne: FV45 KaleHrchka cepia N2 Fv{45
Aara puroropiaensan: | 06.052022 HNpuaaTHuil go: 04,2025
Cuaa aii: AporaBepuny rizpoxaopus 48 mr
Jo3osana dopma: TaBaeTku _
THO NaKyBaHH: Ne 100 y paaxoni BunymeHa i ibKicts 41280
{ymaxoBox}:

YMoBH 36epiranns: 36epiraTk B opurinaapuif ynaxesul npu remneparypli sumue +25°C
Mixpo6iosoriyna yucrora
{Ph. Eurjy** _ - e s

Bakrepii, KYO/r —— <=1000

Ppuéu, K¥O/r % <=100

Escherichia coli 81r ~ Bigeyrai _
**A00ATKOR] JOUIDKEHHS , 9K e TPOROAATECH NpH 3BUYARHOMY KOHTPOJ; HE HpoBouancs s Hiel cepii,
HAopatkosa indopmanin: -

_PeecTpaniiise nocsijyeHys B Ykpaini _ UA/03S1/01/82
Jlizensin Ha BUpoSHULNTRC Ne _ _ HU-M-CHIN
- Ceprudicar GMP Ne . _ OGYEI/24970-5/2021

Hazsa BUpoOHuKa T2 afipeca:

XIHOIM 3aBog dapwauestudiing Ta XiMiupux Tpagyviris [padsir Ko, Jiva. llignpuesiciee 2 - (Hanpuemerso
Bepemegsxaz)

2112 Bepewe/ipxas fiesai, y.5, Yropuuna.

AaHuM sacsizuyio, w0 WasefeHa swule [HGOpMauis ¢ focrosiphon Ta ToYHOW. [ama cepia Byna upobiesa,
BEJIOY410%H TTAKYBAHHA/MapKyBAHHS Ta KOHTHOML AKOCTI HA BUIe3asHavenidl girbnuni v nosrilt Bianomignocti 3
prporamyt GMP, scTanopiesuMy MicUeBrs PeryISTOPHUM OPTaHOM, @ TAKOE BIAUOBANO Ao creundixanili, mo
MICTATBCA. ¥ peecTpauilinomy gothe Kpainw-imnoprepa. [IpoTokoan BHPOBERITER, NAKYRARES Ta anamizis 6y
nepersIsnyTi Ta BCTaBOBACHO BijnosianicTe GMP.

Aana cepin Byna BuroTOBNCHA ¥ BiatesizHoctt 2o rmer ¢GMP Ta v sianorigrocti Ao chenndikanii 4o Bignosinaoro
Peectpanifnoro noceifimenns. Hell ceprudikat MicTuts enexrponnuil Rignuc 3 saninoeanci cucrems LIMS.

| Plmens mopo cepit: JAO3BOAEHO

JlaTa; 31.05.2022 14:01

Hoxrop bosaa becrepi

i ¥YnosuosaKeHa gcodar e
e [dr.Beszieri Bojana]
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