JNEPXABHA CJOYXKBA 3 JIKAPCbKHNX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMH y m. KHEBI

npos. Hanit Ceitauunot, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dis.gov.ua, Koa €JIPI1IOY 37079055

BUCHOBOK

npo fKicTL BBe3eHoro B Ykpainy JikapesKoro 3acoly

12.12.2024 Ne 67047/24/26

THIAATIEH SR
(HARMCIHYBAHIIS KApeskoro 3acoly 3riio 3 peECTPAiFHIIN NOCBIAHCHISM)
TabaeTkn, BKPHTI 060/10HK010 3 MOAH(IICOBAHUM BUBLILHEHISIM 10 1,5 mr; nio 15 Tabaerow y
Gaicrepi; 110 2 GiicTepH B KAPTOHHiT kopobui
(popma BIHITYCKY, 203y BAHNA, BAL 1aKYBAHHS fikapeskoro 3acoly)

Homep pecctpauifinoro nocsinvents UA/0877/02/01 crpok uii peectpavifitoro nocaiauetts HeoOMeEKeHUH

Cepis nikapcbkoro sacoby Ne 10824 KinbkicTs Besenoro aikapebkoro 3acody 13050

BupoGHuk MdapmaleBTHUHKRH 3402 "TIOJIBRAPMA" C.A., [Tonblua

(HafMey saiiis BUpodHHKa Aikapcuroro sacoly, kpaina TIONOJUKCHHSA)

. Topapuerso 3 00MEKCHOI0 pianosinagasuicrio "TMMOJbMAPMA
Beeseno B Ykpainy =
FOA'", incnr. won: 42781598
(nadincrysanis Ta koa 3a CAPMOY 1opuistnol ocobm abo npisniine, M, 1o GaThROBI (iznunol
0cOoBH = niANPHEMUSL T MiCUC NPORUBAHNA T] peectpanidiinii nomep O00M1KOBOT KAPTRH MIATHUKY
JlogaTKis aB0 Cepis T4 HOMED NACHOpTa)

IpoToKes Bi3yanblOro KOWTPOJ0 8l 12.12.2024 Ne 4229/1.

3a  pesyabTataMi  AEPHABHOTO  KOHTPOJHO  BCTANOBICHO, IO NikapebKHi jaci®  spezeno B Ypainy 3

JAOTPHMAHHSIM BUMOT 3aKOHONABCTBA LLOAD 3a6eaneuents skocTi kApchknx 3acobis.

Muxkona XOJIOEHKO

(inirtaan ra npisssine)
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GAPMALEBTHUHHA 3ABOJ

By, HeibiLMHbCK Ne 19

83-200 Craporapa I nasci, [10) IbITLA
Ten, +48 53/563 16 00

dake +48 58/562 23 53

Cepmadikar axoeri Ne 12373

HajiMeHyBaHHH NPOXYRUIT THAATIEH SR, tabnerks, srepuri 06oa0HKOI0 3 MOAHGIKOBANHM BUBIILHEHHSM 10 1,5 mr
Kpaina-supoduuk: TTomsia

Homep peectpautilinoro HOCBIHeHHA Ne UA/0877/02/01

Cyna nivakrusricts: | TabsieTka MICTHTE! inpanamimy 1,5 mr

Jlivapeuka dopma; TalaeTKH, BKPHTI O0ONOHKOI0 3 MOXUBIKOBAHIIM BUBLTBHEHHM O 1,5 MT

Posmip i i ynakoBiu: 1o 15 1adnerox y Grictepi; no 2 Gnicrepy 8 KapToHHiH KOPOGLL 3 MapKYBAHHAM YKPATHCLKOKO MOBOIO
Inaeke: INDP-1614-800

Homep cepii: 10824

Posmip cepil: 13050 yn.

Ilara supoBunurrsa: 08.2024

Jlata 3aKiHueHHs TepMiny wppaarnocti: 082026

HafiMeRyBanHs, MICUESHAX0IDKEHHS BUPOBHHITBA: PAPMAUCHTIY I 3aBOL JIOJIBOAPMA» C.A., Bysi: TIeIbIITHEECKA, 19, 83-200,
Craporaps I"narsckn, Tosbuga

Homep sitrensil: GIF-1 W-N-4001/WTC105/200/11

Ceprudixar signosimmocri GMP: No [WPS.405.88.2019. KK .2 WTC/0105_02_03/210

Ha3zBa TecTy Honyerumi nopmn L PesyabTaT BANPOOYBaHD
IIpu BHOYCKY
(')fnm: TabreTry, BEKpHT 060I0HKOIO, Gorimo-posKesi, R
Bisyannsuo, METOIKA KOMITAH1I prr;]i, HABOONYK. w0 )
e ca— RN R — S Rkt VI PO
- ignanamMiny CriexTp NoryHaHNA BANPOOYBAHOTO POSIHHY pignoBinae
Merop YO criekrpooToMeTpil, MeTOANKa NOBYHEH TIOKA3YBATH MaKCHMYM TipH TOWKUHI
| KoMrIaHi xputi Brru3bKo 242 HM
MeTox BEPX, MeTOMKa KOMIIAHIT Uac yTpHMYBaHHES CCHOBROTO nika Ha . .
© xpomarorpami AOCIDICYBAHOTO PO3HHHY BUIROBIGE
BIITIOBIAC HACY YTPUMYBHHS OCHOBHOIO IiKa
Ha XPOMATOrpami CTanIapTHOr0 posiuHy B
Tnearndikauisa:

- Trany mioxenuy (E 171)* [TorwHen Bianosinary HE TIPOBENEHO
XiMitHa peakilis, METONHKA KoMnanii I
Tnenridixanin:

- okeuzin sanisa (B 172)* Ximiuua peaxuis, TTosuer BILNOBITATH ne MPOBEACHO
MeTOAMKa KOMITaHil ) )
CynyTHi fomMilIKI;

- OJAHMYHA HeinenTH(IKoBANA JOMINIKA ue G6iawime 0,15 % mentue 0,05 %
- pomiwxa B e Ginsme 0,3 % 0,09 %
- cyma neipenthpikopannx NOMIIOK ue Ginpie 0,5 % menwre 0,05 %

Metoa BEPX, MeTopxa koMnanii

Kinskicunii sMieT:
-METHITRITPO30HAOTIHY He Ginsiie 25 ppm 11 ppm
MeTton BEPX, Merojmka koMuanii

Kiabricuuii paict:

~HpanaMizy 95,0 % - 105,0 % 98,3 %
Mertox BEPX, MeToaMKA KOManii
QIHOPIAHICTL NO30BAHUN OAHHHLE!
- OIIHOPINHICTL BMICTY [ToruItO BIATIOBIAATH 5,6 %
| Metoa BEPX v , e TR F— : |




GAPMALIEBTHUHHHT 3ABO

nya, Hleanmmmsexa Ne 19

83-200 Craporapz I'mansexn, TIOJIBIIA
v, +48 53/563 16 00

darc +48 58/562 23 53

Cepradirar sncocri Ne 12373

HajimMenysanus npogysuii: THOATIEH SR, rafnerku, srputi 060J100K0I0 3 MOARGDIKOBAHHM puBinsHeHAM 1o 1,5 Mr
Kpaina-pupobuuk: TToabina

Honmep peecrpattiitnoro nocsiuenns: Ne UA/0877/02/01

Cuna giifaxTisricTs: | TabneTka MicTHTb: iHaamaminy 1,5 Mr

Jlikapcnxa hopma; TabaeTru, BRpUTH 000A0HKOIO 3 MOAU(IKOBAHUM BHBIABHCHHAM 110 1,5 MT

Posmip i THIT yakoBki: 110 15 TabneTok y Grictepi; 1o 2 GIliCTEpH B KapTOHAIH kopoBii 3 MAPKYBAHHAM YKPATHCHKOIO MOBOHO
fnaexc: INDP-1614-800

Homep cepil: 10824

Poamip cepil: 13050 ym.

Jlara pupoGruirrsa: 08.2024

JlaTa 3akinueHns TepMiny npraaTHOCTI: 08.2026

HajiMenyBaHisA, MICTIEIHANOLKEHH pupoOHELBa: DapMaLEsTHUHI 3aBON ATONBOAPMAy C.A., sy Hensnauascka, 19, 83-200,
Craporapa I'narkeky, Tlonsia

Homep ninensii: GIF-1W-N-4001/WTC105/200/11

Ceprudixar sipnopizgocri GMP: Ne IWPS.405.88.2019.KK.2 WTC/0105_02_03/210

Hazpa Teery Horycrumi HopMu
: - PesyastaT Bunpolypans
Hps punycry )
Pozunnenis
yepes 2 rOARHY He Ginsiue 25 % 18,1 %
(MiH. 16,5% Makc. 19,1%)
yepes 5 roauH 33-55% 46,9 %
(min. 43,9% marc. 50,0%)
yepes 12 roaun He memme 80 % 102,1 %
Meron BEPX (min, 97,5% make. 107,5%)
MeTtoauka KoMaHil o
MikpoGionoriuga yncrora *: He 6inpme 10° Gaxrepiftit HE TIPOBEJIEHO
He Ginpe 107 rpubis/t HE HPOBENEHO
Bigcytricts: E.coli HE NPORCJEHO

* Konmerrtapt: e pymsie sunpofynanms. Tlposogarned a kowtctii 0+ cepii, ane we pimwe Hixe 1 cepis Ha pik.

ZasuaveHiH B UbOMY cepTH(IKATI TOBAP 34 SKICTIO BIANOBILAC BAMOTaM MKH. §/4-0131.03 pea.01

Ll 1 3aCRINUYIO, IO HABEIeHA BHILC iHGopMaLlis € J0CTOBIPHOIO Td TOHHOIO. Lo cepito npogyxuit Gyno BrpodneHo (BIHOHAOYN
NAKy BAHAS/MAPKYBaHHA) T8 NPOBEACHO KOHTPOIL 11 SIKOCT] Ha BHIIE3asHaYeHI T ALTLHUL ¥ NOBAIH BiANOBIIHOCTI 3 BUMOTAMH GMP,
BCTAHOBACHHMK MICICBIM PETYISTOPHAM OPraHoM, d Takok pignosigno no crewpdixaiii, nwo MICTATHCS ¥ PEECTPALIHHOMY AOCHE.

IIporoxony BHpOOHMILTBA, NAKYBAHHA Ta aHanisis GYNO NepernsHyTo Ta BCTAHOBICHO signosiguicts GMP.

TMocana Ta NpizsHiLe 0codH, YNOBHOBAKEHOT HA BAARA'TY YnopHoBpakena ocoba
JOBBOIY HA BROYCK cepit: (Qualified Person)
A.Siewruk
Hiarme:
.
7
Jlara nignucadHa: 31.10.2024
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