AEPKABHA CJHIYKBA 3 JIIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hagil Ceitnuunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €IPIIOY 37079055

BHUCHOBOK
NPO SAKICTh BBE3EHOro B YKpaiHy JiikapcbKoro 3aco0y

10.10.2024 Ne 52932/24/26

BAHATEKC
(ualiMery BasHsl HKaperKoro 3aco0y 3riiHO 3 peecTpanifinuM noCBiI4eHHAM)
TabJeTKH, BKPHUTI IIIBKOBO10 060J0HK010 110 80 Mr; 1o 14 Tabnerok y 6uicrepi, no 2 faicrepn
B KapToHHid xopooui
((popMa BUIYCKY, AO3yBaHHS, BHJ IaKyBaHHA JiKapcbKoro 3acody)

Howmep peectpauiitnoro nocsinuernns UA/12634/01/01 crpox aii peectpanitinoro nocsinuenss HECOOMEKCHUH -
Cepin nixapcwkoro sacoby Ne 20824 KinbkicTs BBe3eHOTO Jlikapcskoro sacoby 14400

Bupobrux dapmanestuunuit 3asox "TIOJIbOAPMA" C. A., Tonbia

(naiiMcHyBaHHs BUpOGHMKA iKAPCLKOTO 3ac00y, KpaiHa MOXOMKEHHA)

Baescho B Y kpainy TopapHcTBO 3 00MEKEHO0I0 BiANOBiNaNLHICTIO "TIOJIb®APMA
FOA", inent. kox: 42781598

(uaiimcHypanns Ta xon 3a €APTIOY 1opuanunoi ocobu abo rpisBHILe, iM'e, 1o Garskosi Giznunoi
ocobu - nianpuemus, T Micne nPOXKUBAHHS T2 peecrpauiinui womep o6nikoBOT KAPTKH HAATHHKA
noaatkis a6o cepist Ta HOMEP NAcCNoOpTa)

Mporokon Bisyassuoro kontpomo sin 10.10.2024 Ne 3488/5.

3a  pesynbTaTaMi ACPIKABHOPO KOHTPONIO BCTAHOBACHO, IO JiKapch 3aci6 BmeseHo B Ykpainy 3

AOTPUMAHHAM BUMOr 3aKOHOAABCTEA LLOJLO sabesneyents skocti AikppCrrux 3acobis.
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CAPMAIEBTUMHUH 3ABOJ

By Hemnnmnsoxa Ne 19

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

daxc +48 58/562 23 53

Cepradikat axoeri Ne 12023

Halimenysanus nponykuil: BAHATEKC, TabaeTky, BRpiTi naiskoBoo 06on0HK00, 10 80 Mr
Kpaiua-supo6uux: 1 OJIbLUa

Homep peccrpauiitnoro IIOCBiYeH s : No UA/12634/01/01

Cuna 1ii / akrusgicts: | TabneTka, BKpuTa NAiBKoBOIMO 000JI0HKOI0, MicTHTE 80 M Bajicaprany

Jlixapceka opma: TaBneTky, BKpHTI mriskosoo obosnosko0, 1o 80 mr

Posmip i Tvn ynakopku: no 14 Tabnerok y Bricrepi: no 2 Gaicrepu B xapTonni kopobui 3 MapKyBauuM YKPaiHCHKOK MOBOIO
Tupexc: VLSR-0114-800

Howmep cepii: 20824

Po3mip cepil: 27400 yIL

Hara Bupobunnrsa: 08.2024

Hara sakinvenns TepMiHy NpuaaTHoCT: 08.2028

I‘Iaiimeuysanua, Micle3naxoMKeH s BUpoOHHLITBA; DapMmauesTHYRMI 3arog «[Tonugapmar C.A., Byn. Henbmmubcxa, 19,
83-200, Craporapp I'nanscxu, TMonbina

Homep niuensii: 040/0105/15

Ceprudixar siznosigrocri GMP: TWPF.405.103.20221P WTC/0105_02_03/239

| | Bumors MKH cnewngivanii
| ) | Crewsdixanin | Cremugixauis i :
Moxasmuicn axocti ; ; . ! Peayanrarn BHIpPoOYBan, |

BHITYCKY | TepPMiny !
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1. Onne . .
BiNOBiae

PHCKOI0, BKPUTI ITIBKOROIO 06010HKOO

2 2. OpuopinuicTs AO30BAHNX OANHILL
{3. Inentipirkanis Bancaprany
i

|

~3.1 Meton BEPX
Xpomatorpami nociiaxkysanoro po3uuny 111
TOBUHEH BiAnoBinaTy vacy YTpuMyBanus |
nika Bajcaprany Ha XpoMarorpami
CTaHIaPTHOrO po3yMny I1. :

{

Hac yrpumyBanus nixa BaNCapTaHy Ha
Bianosinae

|
|
|
|

-3.2 Meron TIIX OcHoeHa niama Ha XpoMarorpami
AOCTIKYBAHOrO PO34HHY 3a 3HAUEHHAM R,

BEHHIHOIO, KONBOPOM i iHTeHCHBHICTIO
| 3abapenesus mae Binnopigaty OCHOBHII

nnsmMi Ha Xxpomarorpami CTAHAAPTHOIO

PO34MHY.
Nossa inrencusnoro YEPBOHOrO
3abapenenns wapy eTHnauerarary.
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S nenmuisauin s siowenay (8 171° | ioma RO OpCROTo sabapmicius. | wemponeneno
nopieni gomiunc ] [ :
P OAUHH4kKA HeineHTHgIkoBaka roMilka [ He Ginbwe 0,15 % He Ginswe 0,2 % f menee 0,05 % i
|~ Cyma fomitok i He Ginswe 0,5% " He Ginbme 1,0 % menee 0,05 %
m‘;.mKianicm;ﬁ BMICT Basicaprany | 95,0 % - 105,0 % | 1006% J
'8. Poxr ! ! %
& P | Q=75 % (330 xs.) | 9, 1@%«2.103,1%)
- aepobrux Baxrepiii ; He Ginpwe 1071 ‘ He npogeneno
- rpitGis : He 6insue 102/ He nposegerno |
e onamienelr L Hemosemewo |
1 10. Kinukicunit pmic HiTposaminin |
g HiTpO3OAMMeETIIA MiN (NDMA) o He Ginnuie 0,300 ppm | He 6immie 0,300 ppm | < DL (<0,003 ppm)



GAPMALIEBTHUHIHN 3ABOJL

Byt [lenpnannberd Ne 19

83-200 Craporapi [ASHBCKH, TONBIA
res. +48 53/363 16 00

(haxe 48 58/561 2353

Ceprudikar sxocTi Ne 12023

HajimenyBanns npoayKnii: BAHATEKC, TabneTx, BKPUTI 11iBKOBOIO oBononKo10, no 80 Mr

Kpaina-BUpOOHHK: TMoasula

Homep peecTpauiiiHoro focBiguenHs: Ne UA/12634/01/01

Cuna piif / axrusricts: 1 TabneTka, BKpUTA TIBKOBOIO o60IORKOI, MICTHTH 80 M BANICAPTAHY

Tlikapcpika dopma: TabneTKH, pkpuTi M1iBKOBOIO 000JOHKOIO, IO 80 mr

Poamip i THR yNaKoBKH: NO 14 TaGnetok y Gaictepi; o 2 Gnictepy B KapTOHHIH kopoGiii 3 MapKyBaHHAM YKpAiHCHKOO MOBOIO
Inaexe: VLSR-0114-800

Homep cepil: 20824

Posmip cepii: 27400 yn.

Jlata BupoOHUITRA 08.2024

Jlata 3akiHveHHs TepMiny NPUAATHOCTI: 08.2028

HalimMenyBanus, MICLE3HaXOOKCHHA BUPOOHHUTEA! ®apmaueBTHIHUHA 3aBOA «[Tonwgpapmar C.A., BYIL Nenpnnunsexa, 19,
83-200, Craporapa [ 2aHbCKH, Ionsia

Homep ailensii: 040/0105/15

Ceprudikar pignosinnocti GMP: TWPF 405.103.2022.1P.1 WTC/0105_02_03/239

' NemivposonmeTia win (NDEA) {"He 6inpwe 0,082 ppm | He Ginomie 0,082 ppm x <DL, (0,004 ppm)
- N-nirposoizonponisernianmin (NIPEA) | He Ginpwe 0,082 ppm | He Ginbuie 0,082 ppm He 3Halineno

‘- N-—Hi’rpOBO}ltli3OIlpOIlinﬁlMill (NDIPA) He lipuic 0,082 ppm | He Ginoe 0,082 ppm He nposeaeno

. cyma niTpO3aMiniB * He Ginwwe 0,082 ppm | He Ginsure 0,082 ppm He npoBesieHo

i
i -
5

* HepyTHuuc BHNpoGYBanua. TIpoBoasTh Ha xosxniit 10-it cepil (33CTOCORYIOTH TIPH Au3HaueHHl MikpoGionoTiHol HHCTOTH,
inenTudiauii oxenay sanisa ta turany goxcuny (E 171)).

* [lapaMerp BU3HAAI0TE, SKULO BHARIMIOTH GLIBWE OBHOTO HiTpO3UMinY.

N2 PesyapTar IpHAMAIoTE 3 pinpoBysatng AJOH0T PEHOBHIH comratieio Tonsdapma; BinpoByBatus NIPOBOLATE Ha MEPUIKX
3eX cepisx npenapary, BHPOGICHEX NiCis BUECCHUX aMin [0 NpoLecy BHPOOHULTEE RitouoT PEHOBHHI TA IMIH, WO

NoTPEOyI0Th Banitanii 60 nosTopHo! BaiAALIT.

3asnavennil B RLOMY cepridikaTi roBap 33 aKicTio BignoBigac BUMoOram: MKS S$/4-0179.04 Bun. 02.

Lsm 5 3acBinuyio, 1o HapeacHa pie inpopMattis € JOCTOBIpHOIO Ta TOHHOI0. Lo cepito npoAykuii 6yn0 BupobseHo
(BKImOUaOHH naxyaaum/mapxysaﬂm) Ta NPOBEAEHO KOHTPONIk i AKOCTI Ha BHLIE3a3HAuEHIH AinpHEUL Y NOBHIA BiANOBLAHOCTI
2 pmoramMi GMP, BeTaHOBACHUMH MICLEBHM PEryJIATOPHUM OpraHoM, a TaKOXK BiATIOBINHO A0 cnetndikauii, wo MiCTATHES Y
peccTpauiiiHoMy J10ChC. [1poToxonu BUPOOHHIITEA, [1AKyBaHHA T2 ananizia 6yno NEPErnsHyTo Ta RCTAHORJEHO BIMOBIHICTh
GMP.

[1pizBuuie Ta nocasa 0co6H, YIIOBHOBKEHOT HA BUAAHY JO3BONY Ha BHITYCK cepil:
flipnuc:
VnosuoBaxena 0coda

(Qualified Person)
J. Pietkiewicz

JlaTa nignucanHa: 25.09.2024



