JEPKABHA CJYXEBA 3 JIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHUKAMH y m. KHEBI

npos. Hanil Ceitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079055

BHUCHOBOK
PO sIKiCTh BBE3€HOT0 B YKpaiHy JikapcbKoro 3acody
10.10.2024 Ne 52925/24/2611
AKAPJ

(HaliMenyBanHs nixapcekoro 3acoby 3rinHo 3 peccTpaLlifHAM TIOCBIAYEHHAM)
TabIeTKY KAIKoBopo3uMuHi no 75 mr, no 10 Tabxerox y 6aicrepi; mo 5 Gaicrepis B
xapToHHii xopoOui

(hopma BANYCKY, HO3YBBRHS, BUA NaKyBaHHI nixapcekoro 3acoby)
Howmep peccrpauiitsoro nocsiguenss UA/ 5687/01/01 crpox aif peectpauiiHoro nocsinyents HEOOGMEXKEHUH
Cepis nikapcrkoro sacoby Ne 10724 Kiabkicrh BRE3EHOTO JiKapewkoro 3acody 19200

Bupo6uik (DapmaleBTHIHAN 32801 "TIONIbOAPMA" C.A., IToyslia
(naliMeRyBaHHs BUPOOHHUKa JIKAPCHKOID 33006y, KpaiHa NIOXOMKEHHS)

Beeseno B Yipaiiy ToBapHCTBO 3 OGMEXEHOI0 BiIOBIAANBLHICTIO "TIOJIbPAPMA
TOA", igent, xon: 42781598

(HafimMeHyBanHs Ta kog 3a €LPTIOY topunHgHoi ocobu abo npispuile, iM's, 110 BaTbkoBi GisnHnOl
ocofu - nianpremud, i Micue NpoXMBAHKA Ta peecTpaniitauii Homep o6niKoBOT KAPTKY THIATHHKA
rtonatkis 260 cepin Ta HoMEp NacropTa) )

IpoToKoN Bi3yalbHOro KOHTPOJIIO Bil 10.10.2024 Ne 3488/1.

3a pesyNbTaTaMu [CPHKABHOrO  KOHTPOMO  BCTAHOBJICHO, mo mikapchkui 3aci6 BmeseHo B Vipainy 3

JXOTPUMAHHAM BUMOT 33KOHOAABCTEA 010 3a6e3MeYeHHA AKOCTAAKAPChKAX 3acobis.
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yw Polphiarmea

DAPMALEBTHUHHHA 3ABO/

pyn. Teaunnunscka Ne 19

83-200 Craporapa I'nassexy, TTOJIBHEA
Ten. +48 53/563 16 00

daxe +48 58/562 23 53

Ceptudikar sixocri Ne 11598

Haitmenysanns nponykuii: AKAP/, tabaerku kumwkoBoposusyi no 75 mr

Kpaiua-eupobuuk: Honbia

Homep peectpauifinoro csinoursa: Ne UA/5687/01/01
Cuna pii/aktuHicTs: | TabieTka KMIIKOBOPO3IUHHHA MICTUTD: 75 MT KMCNIOTH alleTHCaNIMIOBOT
Jlixapcesxa opma: TabeTKH KHILKOBOPO3UHHHI 110 75 Mr
Poamip i tan ynakosku: nio 10 TaGnetok y 6aictepi; no5 Gaicrepis y kapToHHiH kopoOLi 3 MapKyBaHHAM

YXPaiHCBKOIO MOBOIO
Innexc: PLPR-0314-800
Homep cepii: 10724

Poamip cepif: 36000 yr.
Hara supoGunurea: 07.2024

Hara zakinuenHs TepMiny npupatHocti: 07.2026
Hafimenysanns, MicuesHaxoluxenns supobunurea: Papmauestuunnit 3ason «lonsdapma» C.A., Byn.
Mensnainbeka, 19, 83-200, m. Craporapa-I nanevkuit, [Tonbua

Homep niuensii: 040/0105/ 15

Ceprudikat pinnosinnocti GMP: IWS¥F.405.103.2022.1P.]

WTC/0105_02_03/239

MeTod 3MiHH MacH

HaiimenyBanns nokaHukis Busmorn MK Pesyabntarth
BunpobyBaHb
Onuc: TabneTkn KUIIKOBOPO3UMHHI, Giii, . .
Bi . . siAnoninae
13yalbHo ABOOMNYKJI, KpyTai
OnuopianicTs 0AMBHUL 103yBAHHS; Binnosinae Bumoram €ap. Gapm 3,0 %

Inentudikanis Trany aioxenny
(E 17D *
SxicHa peakuis

Mae 3'asuthcs x0BTe 3abapBRECHHA

HE IMPOBEIACHO

InenTndikania aueTHIcaniunnoBol KHCIOTH
VD

CrekTp norauHanHsg sUnpoSyBsaHoro

- wepes 60 xn y GocdatHomMy Oy depi
3pH 6,8 '
Metoika koMnanii

He menure 80,0%

PO3UHHY NOBHHEH MaTH MaKCUMYM NpH signosinae

RoBXUHI XBuni npubansno 297 WM
- BEPX *** Yac yTpHMYBaHHS OCHOBHOIO NiKy Ha . .

. L BiAnoBinac
XpoMaTtorpami BUNpoOyBanoro po3uny
Mae BioBiLaTH Hacy YTPUMYBaHHA
OCHOBHOTO IiKy Ha XpoMarorpami
CTaHAAPTHOTO PO3UHHY

a‘gT:';aggg;“:‘f,“fa kmenora He Ginbiwe 0,2% 0,09 %
KinbkicHe BH3HaueHHs aueTHacaNiunI080Y
KHC0TH 95,0-105,0 % 101,0 %
Meron BEPX * * *
Pozusnernst
- uepe3 120 x8 8 0,1 N HCI He 6Ginbure 10,0% 0,4 %

{miH. 0,3% Maxc. 0,

100,1 %

5%)

(min. 86,9% Makc.

103,0%)

172




DAPMALIEBTHUYHMN 3ABOJL

gyn. Neaprmmuscxka Ne 19

83-200 Craporapn I nausckn, TTOJIBIIA
Ten. +48 53/563 16 00

daxc +48 58/562 23 §3

- polphart,

Ceprudixar sikoeri Ne 11598

Halimenypanns nponykuii: AKAP, Tabnerks KHHIKOBOPO3uUHHHI no 75 mMr

Kpaiua-supobuuk: [Tonsiua

Homep peectpauiitnoro ceinoursa: Ne UA/5687/01/01

Cuna pii/akTuBHicTL: | TabneTxa KHIKOBOPO3UHHHA MICTHTL: 75 M KHCJIOTH aleTHIICaNilHA0oBOT
JNikapeska Gopma: TabneTky KHIIKOBOPOR4YHHHI 110 75 Mr

Posmip i Tin ynakosku: no 10 tabnerok y Gnicrepi; noS 6nicrepis y kapToHHii kopobuli 3 MapKyBaHHAM
YKPaTHCHKO MOBOR)

Innexc: PLPR-0314-800

Homep cepii: 10724

Poswmip cepif: 36000 yn.

Hara supobuuursa: 07.2024

Hara aakinuenus repminy npnparnocti: 07.2026

HaiimenyBanHs, MicuesHaxomxenHs supobuuirrea: Gapmauestuunni 3ason «lonsdapman C.A., By
Menbmainscka, 19, 83-200, m. Craporapa-I'nanceknil, Ioabina

Homep ninensii: 040/0105/15

Ceprudikar Bimnosianocri GMP: [WSF.405.103.2022.1P.1 WTC/0105_02_03/239

MixpoGionoriuna unerora *

- 3aranbHa KinbKicTh aepobHIX e Ginbwe 10° s 171 HE NMPOBEAEHO
Mikpooprauizmis (TAMC)

- 3aranbHa KinbKicTh APHKIVKOBUX Ta ge Ginpie 102 811 HE POBEJEHO
nnicenesux rpubis (TYMC)

- Escherichia coli Bigcyrhicte B I 1 HE NPpoBeJEHO

* NIpu BUITYCKY: BUNPOGYBaHHR NPOBOAMTACH Ha KOXKHIH 10-i# cepil, ane ve pigme Hix 1 cepia na pik.
** npy BUIYCKY npoxykTy (koxHy 10-1y cepito sunpoboryroTs MeToaom BEPX)
**% METOAMKY BHKOPHCTOBYIOTH B TIEpiof TepMiHy NMPHAATHOCTI npenapary.

3asnauennii B usoMy ceprudixari rosap 3a skicTio sianosinae sumoram: MKSL, 8§/4-0064.10 pen. 02

[luM st niaTBEpAKYIO, WO BHINEBKa3aHa ivdopMallis € noctosipHOO 1 TouHoW. Lis cepis npoayxuil 6yna supobnena
(BXIOYAKOUM YTIAKOBKY / MAPKyBaHH$) | NpoBefeHnit KOHTPOS TT AKOCTI Ha BUILEBKA3aHIT LisHL BIANOBIAHO 10 BUMOT
GMP, BCTaHOBHEHHX MICUEBHM pPEryJSTOPHHM OpIaHOM, a Takok 3riHo 3i cneundikaliaMmu, ski MICTATbHCH B
peectpauifinoMy focke. [lporoxonu BHMpoGHMLTBA, YMAkOBKH Ta aHanizis OymM nepernawyti 1 BcTaHOBNEHO

Bipnosignicts GMP.
Nipisuine Ta nocana ccobH, YIOBHOBAXEHOT BUAABATH 03BIJN HA BUNYCK cepil:

Hignuc:
Ynosnosamxena ocoba:
(Qualified Person)
J. Pietkiewiczg

{.
We. 7@4»»[//?

Jata nignuney: 12.09.2624 1
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