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OpHIKYeCcKHit aapec:
1106, r. Bynanewr, y;. Kepectypu, 30-38, Benrphs v
Tenedpon:(36)-1-803-5554, Tenedake :(36)-1-803-5556 y %

dakTHueckuii agpec: : : &EGIs
1165, r. Bynanewr, yn. Bexensgennn, 118-120, Benrpus
Cepruduxar kavecrsa Ne 3211/2020/LM

HaumeHoBanue npenapara: Cnuromun®, Tabnerkn no 10 Mr N60 (10x6) B 6aucrepax

Cepusn Ne: H378A0420 Jara npoussoncrsa: 04.2020.

Homep anaausa / nata avanusa: KGY/2020/2522 / Tonew no: 04.2025.

06.05.2020.

Homep perncTpausonsoro cBuaetenscrea: UA/5603/01/02 Koauuecrso

Cpox aeficTBHS per. CBHAETEALCTBA 10: Beccpouoe - npoaykuuu B cepun; 5880 kopoBok

Homep nuuenzun: ML N HU-M-EGIS GMP N2 OGYEV/3973-6/2019

Cuna neficTBHs / aKTHBHOCTD: 1 Tabnerxa comepxut: Gycnupona ruapoxaopuaa 10mMr

lloxazamenu xayecmea: Honyuennsie. Hopmyi;

pezyavmamsi:

Onncanue: Coots. Tpeb. Benbie uau noutu Genwie, kpyribie nuockue Tabnerxn ¢ dackoll, co
CTWIH3OBRHHON rpasuposkolt «E 152» na oamwoli u ¢ puckoi* - Ha
Apyroli cropoe; 6e3 3anaxa uiK co cnabbiM XaPaKTEPHLIM 3aNaxoM.

Paimepsi:

- nuaMerp: CooTs. Tpe6. . okono 8,0 Mm

- BBICOTA: 3,09-3,18 MM 3,2 MM £ 6% (3,01 - 3,39 mM)

ToaanuuocTs aeiicTn. pemecraa 1: . CooTs. Tpeb. Bpems ynepxuBanus 0CHOBHOTO NHKa Ha XpOMATOIPaMME HCMBITYEMOTO

(BIXX) PpacTBopa- IOJDKHO COOTBETCTBOBATL BPEMEHH YICPHHBAHUA OCHOBHONO
K2 H8 XpOMBTOIPaMMe CTAHAAPTHONO PacTsopa

Hepaunnocrs nelicrs. sewecrsa 2: CooTs. Tpef. OCHOBHOE NATHO HA XPOMATOIPaMME HCRLITYEMOTD PacTBOPa A0DKHO NO

(TCx) UBETY, PA3MEpaM H senuukie Ry COOTBETCTBOBATH OCHOBHOMY NNTHY Ha
XPOMATOTPaMMe CTAHASPTHONO PacTBOpa

Kosinyecraennoe conepxasne

AelicrByioniero sewecrsa (BIKX): 9,90 mr/raba. 10,00 mMr + 5% (9,5 — 10,50 mr)
Gycnupona ruapoxnopuzia/rabaera (95,0 -105,0%)

Mocropennne npumecu (TCX): (konuuecmeo npumeceil evipaxcexo 6 nepecueme wa Gycnupon)

- mo6ad nprMeEcs No OTA.; menee 0,1% ne Gonee 0,5%

- CyMMa npHMeceit: menee 0,1% He Bonee 1,0%

Pacrsopenne (nepexon nefictsyiomero 85-96% He wMedee 80% (Q) oT HOMMHaNBHOMO KOMMYECTBA Gycnupona

BEILIECTBA B PacTBOP) Xe= 92% THAPOXJIOPHAR NOSDKHO NepeliTi 8 pacTeop 32 30 MHH

(YO-cnexrpodoTomerpus):

Cpeanns macca: 199,3 mr 200,0 Mr+ 7,5% (185,0 - 215,0 mr)

OanopoanocTs Macch: Coots. Tpeb. He Gonee 2-x nuanBuayansHbix Macc, u3 20 BIBELICHHBIX TabE1OK,
MOXET OTKJIOHATLCSA OT CPEAHEH MacCh Ha Bennuuny Gosiee x 7,5%. flpu
ITOM HY ONHA HHIAWBMIY ASIbHAS MACCa HE JODKHA OTKIOHATHLCS OT
Cpenel MacCsl Ha BENHYMHY * 15%.

Pacnapaemocrs: 1 MuH e Gonee 15 MunyT 8B Boge npn 37 £ 2 °C

Teepnocrn: 59H He menee 30 H

(YCTORYHBOCTS K Pa3NaBNHBAHHIO)

Herupaemocrs: 0,0% He Gonee 1,0%

ToTeps 8 Macce npu BLicymHBRHIH: 3,1% . * ne Gonee 5,0%

QaHOPONHOCTS A03HPOBANNBIX eANNHL: AVyp=4,1 cornacho Esp. ®apwm.:

(BIKX) AV £ 15 (n = 10), ecan ycnoBue He BBINOJIHACTCA, TO
AV 215 (n=30), u ana 30/30 TabneTOK KOMHUECTBERHOE coaepkanne
ACHCTBYIOWIErO BEIECTBA A0DKHO HAXOAUTLCS B HHTEpBATE
0,75xM - 1,25xM

Mukpobronornaeckas uHcTOTA:

- o6wee yucno aIpobHbIX GaxTepnii: Mexee 10/r ne Gonee 10° 8 1 r npenapara

- ob1uee 4ucno rpubos: menee 10/r He Gonee 10% 8 1 r npenapara

- Escherichia coli: He o6HapyxeHo oTcyrcTeHe B | r npenapara

Pasmep ¥ Tun ynakoskn: Coots. Tpeb. Mo 10 Tabnetox 8 6aucrepe; no 6 6aucTepos B KapTOHHOH KOpoGke

C MapPKHPOBKO# HA YKPAHHCKOM S3bIKE.
*:-Pucka npeaHasHaueHa TObKO AnA yRo6cTRa npnema tabnerku
Hacrosumm. 3 ynocrosepaio, 4to npusescHHas sbiiue HHQOPMAUNA ABNACTCA NOCTOBEPHOR M TounoH. Dta nponyxuMs Geina mpousseseHa
(Bxmouas yniakosKky/MapkHPOBKY) H IIPOBE/ICH KOHTDONb €6 Ka4ecTa Ha BRILICYTIOMAHYTOM Y4ACTKE B NOJHOM COOTBETCTBHH C TPEGOBAHHAMM
GMP, yCTaHOBNEHHBIMH MECTHBIM PErYJIATOPHLIM OPTaHOM, a Taloke CORIacHO crielM(HKaLMn, copepxaluchics B PErHCTPALUHONHOM NIOChE,
TIpoTokonE! NPOH3BOACTBA, YNAKOBKH ¥ AHANU3OB GBINH NIEPECMOTPEHB! H YCTAHOBIIEHO COOTBETCTBHE GMP
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JEPXJIIKCIIYKBA
HEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBKIN OBJACTI

npocnekT Banepis Jlo6aHoscbkoro, 51, M. Kuis, 03110, ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Npo SIKICTL BBE3€HOr0 B YKpaiHy JiKapchbKoro 3acoly

04.01.2021 Ne 71977/21/10

CIIITOMIH®

(HafMEHyBaHHS NikapChbKOro 3aco6y 3rifHO 3 PEECTPALIHNAM IOCBITYEHHAM)
TadaeTku mo 10 mr no 10 TabsieTok y 6JicTepi; no 6 Gaicrepis y kapronuiii Kopo6ui

{((hopma BunycKy, 103yBaHHs, BUA NAKYBAHHS TiKapCLKOTo 3aco0y)

Homep peectpauiiinoro noceinuenns UA/5603/01/02 crpok nii peectpauiiinoro nocsinuenns 01.01.2099

Cepis nikapcbkoro 3acoty Ne H378A0420 KinbkicTh BBE3eHOr0 Mikapcbkoro 3acoby 260
Bupo6Huk 3AT ®apmaneptuunuii 3asoja EI'IC, Yropuuna
(HalMeHyBaHHS BUPOOHUKA N1iKapCbKOTo 3ac00y. KpaiHa NOX0IKEeHHS )
BeeseHo B Vkpainy CuisibHe ykpaiHCbKO-eCTOHCbKE NiANPHEMETBO Y opmi TOBApPHUCTBA
3 oOMeskeHOM0 BinnosigaabHicTo "OnriMa-®apm, JIT/", inent. koa:
21642228

(HalimenyBauns Ta ko 3a €/IPTIOY opununoi 0co6u abo npizsuie, iM's, 10 GaTbKOBI (piznunoi
0coGu - nianpremus, ii MicLe NPOXKUBaHHS Ta PeeCTPaLLiiiHMiA HoMep 06ikoBOT KapTKY MAaTHUKA
noaarkis abo cepis Ta HoMep macnopra)

MpoTtokoa Bisyanbroro koutpostio sin 28.12.2020 Ne 4604/22.

3a  pesynbTataMm [EPKABHOTO KOHTPOMIO BCTAHOBIEHO, LLIO JiKapcbkui  3aci6 BBeseHo B VkpaiHy 3

AOTPHM HEVETRIY OT 3aKOHOIABCTBA UIOR0 3a0¢3MeHeHHs AKOCTI JIIKapchbKkuX 3acobiB.
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