NEPKABHA CJVYIKBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCHKIA OBJIACTI

npos. Citinunoi Haxii, 3, M. Kuis, 02099, ten/dakc: (044) 363-06-50
_E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo AKicTh BBE3eHOro B YKpainy JiKapchbKoro 3acody

05.11.2024 Ne 55674/24/10

MNOJILKOPTOJOH®

(nafiMCHYBAHHS JTIKAPCLKOTO 34Co0Y 3riHO 3 peECTpaliifHHM MOCBITYCHHM)
T20eTKH 10 4 Mr; no 25 Tabuerok y fuictrepi; no 2 6icTepu B KapTOHHIH KOpoowi
(shopma BHITYCKY, N103yBAKHS, BHI IAKYBaHHA TiKapchkoro 3acoby)

Homep peccrpaniiinoro nocsiguenns UA/3029/01/01 crpox nii peectpaniiinoro nocsiguenus 01.01.2099

Cepis nikapcekoro 3acoby Ne 13176511 KinekicTs BBE3€noOrO NNikapeskoro sacoby 130
Brpo6HiK AT "Anamen dapma", Iompma
(naliMenyBanHs BUpOGHHKA JiKapcLKOro 3aco0y, KpaiHa MTOX0DKCHHA)
Boeseno B Ykpainy CriinbHe ykpaiHCEKO-eCTOHCbKE MANMPHEMETBO Y GopMi TopapHCcTBa
3 06MeskeH o010 BixnosixanbHicTio "Onrima-Papm, JITI", inenr. xox:
21642228

(raitmenyBanHs Ta koa 3a €APTIOVY ropuantiHol ocobu abo npissHiLe, iM'a, no 6aTbkoBi diznaHOi
0co0u - MANPHEMILA, Ti MicIle MPOXUBAHHA Ta peecTpalliftHiil HoMep 06TiKOBOT KaPTKH ITATHUKA
nozatkis abo cepis Ta HoMep racnopTa)

Tporoxon gisyansuoro konrpomo six 30.10.2024 Ne 3331/16.

3a pesymbTaTaMM [epXXaBHOTO ~KOHTPOMIO BCTAaHOBJENO, WO Jikapchkuil 3aci6 BBeseno B VYkpaiHy 3

JOTPHMAHHAM suMor 3aKOHOJABCTBA OO0 3a0e3MedeHNs AKOCTI JIIKApChKUX 3aCc00iB.
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JloroTn xomnamii

Ceprudikar sikocti 2192/2024
ITonnkopronon ®, Tabjerku, mo 4 Mr

Kpaina supoénuka: TTonbma

Peecrpaniiine noceiguenna Ne: UA/3029/01/01 Ii€ 10: HeoOMexeHnit

Cuaia pii / akTUBHICTD: TPIaMUMHONOH 4 MT

Jlikapcbka popma: Tabnerku )

Twn Ta posmip ynaxesku: Ne 50 (o 25 Tabnerok y 6nicrepi; mo 2 GiricTepu B KapTOHHIN KopoOLi)
Howmep cepii: 13176511

KinskicTs ynmaxoBok y cepii: 5 590 ym.

Jara supoGunurea: 03 2024

Crpoxk npuaatnocti: 02 2027

Bupobuuk gikapeskoro 3acody: AT «Anamen Papmay, [Tonsima

Ceprudikar Bignosignocti GMP a5 BupoOHUKa, K0 HaJa€ X03BIJ Ha BUIIYCK cepii:
Hinennusa: AT «Anamen Gapmar, Honbia

Anpeca: Byn. Mapur. JDx. ITincynceskoro 5, 95-200, 1Tad’ sriue, [Tosrsima

Ceprudirar GMP: Ne IWSF 405.18.2021.1P.1. WTC/0039 01 01/74

Homep ginensii: 204/0039/15

KonTtpons nposejpennit y Bignosianocri 3 MKJS no PIT Ne UA/3029/01/01

No | Tlokasnuxu ‘| Bumorn / mimiTu npu Bunycky cepii PesyubraTn

1 Ornuc Tabnerku 6inoro abo Maibxe Gitoro konpopy, | Bianosizae

Kpyritol popMH, 3 TIIOCKUMH TTIOBEPXHIMH, 3

¢ackoro, rpaBipoBaHi 3 0AHOro 60Ky aiTeporo
) 4

«o», 3 iHIIOro OOKY 3HaKOM G

2 Hiamerp Tabnerku 9,5-10,5 mm 10,1 MM

3 Cepenns maca oJiHiel 350,0 Mr+5% 349,2 mr
TabneTky (332,5 -367,5 mr)

4. Onunopinnicts Macu Binnosigae BuMoram AV (L1)=42
OKpeMHUX TabJieTok abo Binnosinae

OJHOPIAHICTH BMICTY

ORHOPIITICTE BMICTY

4.1* | OnHopiaHicTh J030BaHUX Bixrnosigae BiMoraM AV (L1)=33
OJUHWLE : Bixnosigae

5 CrpaBxHICTB! BinnosixHicTb kKoedilieHTiB Ry

5.1 | Merox ToHKOWAPOBO] BUIIPOOYBAHOTO PO3YMHY | CTAHIAPTHOTO Binrnoginae
xpomarorpadii TUITX PO3UHHY

5.2 | Meroxa piguHHOT BiamosigHicTs Uacy yTpuMyBaHHs Binmnosinac
xpomatorpadii BEPX BHTIPOOYBAHOTO PO3YHHY I CTAHAAPTHOTO

PO3YHHY

6> | CropoHHI JAOMIIIKH:

6.1 | Merox ToHKOIapoBOT

xpomaTorpadii TLHIX

- OKpeMi JOMILIKH He 6insre Hix 1,0%

I He Ginsie ABOX MoMiwok Oinbiie 0,5 % HB

- cyMa JIOMIILIOK He 6inse nix 2,0% HB
6.2

Meton piauHHol

xpomarorpadii BEPX

- OKpeMIi JIOMiLUKH

- CyMa JOMIHlIOK
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Jlororun xomnanii

Ceprudikar sikocri 2192/2024
Homabxoprosion ®, Tabaerru, 1o 4 mr

Kpaina Bupo6nmia; Monbma
Peecrpauniitne NnocBigyenus No: UA/3029/01/0] i€ 10: HeoOMexermit

Cuna nii / akrusmicTs: TPIAMUHHONOH 4 MT

Jikapcbka dopma: Tabnerin

Tun Ta posmip ynakoskn: Neo 50 (mmo 25 Ta6nertok y Gnicrepi; ro 2 6mictepu B kapTonmiit Kopobili)
Homep cepii: 13176511

Kinbkicrs ynakopox y cepii: 5590 yr.

Hara BupoGunurea: 03 2024
Crpok npuaarnocri: 02 2027

7 Posunnenns i uac
posnaganus

7.1 | Posyunenns (BEPX, M-x He merure mix 75% (Q) vepes 45 xpumun cepexne: 101 %
cnex’rpO(bOTOMeTquHuﬁ) (101 - 102)%

‘2| Jeponanans e

8 Kinbkiche Busnavenny 4,00 Mr =+ 5% 3,87 mMr
" aKTHBHOI PEYOBHHM B (3,80 — 4,20 mr)
Tabnerui (BEPX)

9 [Huri Bunpo6ysanms:
(EBp.(bapM)
P Teepmiers e

9.2 | Crupanus e S

N e T - - — —
MikpoGionoriuna YHCTOTA;! TAMC B Ir- He 6inbue 500; Hroxyge 10
(Esp.®apar) TYMC 8 Ir- we 6inpuie 50; Huxue 10

Escherichia colis 1 - BIZICYTHI BIACYTH]

- GUNPOBYRAHHA Ha MikpoGionoziumy Yucmomy & eunpobysannsx na cmabinouicmes nposodame 3 Hacmomoio &idno&iono o

2. sunpobysains nposodsme Ons Kooicioi 10-1 cepii .

- npedcmaeneni MENCL, 1O cmocyionbes 8Unpobysans npomnzom nognozo MEPMIHY npudammocmi HKAPCHKO20 npenapamy,
YOVInG poseaauymi nicns saxinvenns gun o0Yeans na cmabinsnicmn, 8idnosion 0o yiel eneyughixayir.

6yOvme posaranymi nicns KIHUERHS 6unpobyeans na cmabinpiicm i0noeiono o iU

BUCHOBOK: Hana Cepis BiMMmoBinae BUMoram MK no Peecrparniiinoro TTOCBigYeHHsS No

UA/3029/01/01

Komenrapi: 36epirati npu TeMIIEpaTypi He Bue 25 ° C. 36epirati B opurinansyiii YHaKoBLj.

3aaea npo cepmudpixayiro: Jun 5 saceiowyio, wo nasedena suye ingopmayis ¢ docmosiproro i mounoro,
Ljio cepiro npooykyii Gyno 8UPOGIEHD, BKIIOYAIOYL naKysanus / mapkyeanns ma nposedeno Koumpony iy
Axoemi na sutyesasnaieniu dinvnuyi y nognil 8i0noBIONOCMI 3 uMOzaMY GMP, scmanoenenumm Micyesun
Pezyramopnum opeanom, a marxoxc 610106i0HO Op cneyugirayiil, wo MICmAmMbes y peecipayiiinomy
docve.  Ipomokonu eupobruymea, narxyeanus ma ananrisie  Gyno nepeznanymo ma ecmanoeneno
6i0nosionicmy GMP. '

Peanizayis npodyKmy doseoneua.
Hara sugavyi: 26.04.2024
Bixnosizanbna ocofa 3a BHITYcK cepii: Kamina Tpaganscrka (Ocoba Keanidikosana)
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