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HTEPKABHA CJYIKEBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJACTI

npocnexT Banepia Jlobanoackkoro, 51, s, Knis, 031 10, ren/dpaxc: (044) 363-06-50
-mail: dls.ko@dls.gov.ua, Kox C€IIPIIOY 37078774

BHCHOBOK
Npo AKICTH BBE3eHOr0 B YKpainy Jikapcbroro 3acofy

29.05.2023 Ne 23644/23/10

AOKCOPYBIIUH-BICTA
(HafivenypaHus aikapesRoro 33¢00Y ITIHD 3 pecerpariiimm HOCRIgCHIA )
KOHUEHTPAT AR POIUHHY Asin indrysiit, 2 MI/Mn; 0o 25 ma y daaxoni; no 1 thiaaxony B
KAPTOHHIH Kopobui
{hopara mmycky, AOIYBIIRA, BILT IAKYBALUA MKIPCRROro sacofy)

Howep peectpauiiinoro nocsizuenns UA/14710/01/01 CTPOK i peecTpanilinoro noceinuenna 01,01.2099
Cepis nixapcekoro sacofy Ne DN23003A Kinrkiers peesenoro nixapcexoro sacosy 4000

Bupotunk Cingan Papma C.PJI., Pymynist
{mativenysarna BnpaGrNKa nikapcbkoro FCOTY, Kpdits N0X0TAeHIR)

Buesero & Vrpainy Crinbre ykpaincsko-ecToHesxe min IPREMCTBO Y (hopmi TOBapuceTBa
3 oDMexenor BignoBiraabHicTIO "Onrisa-®apm, JITH", inent. xon:
21642228

(naiimerysanns Ta ko 3a CHPIIOY 0puAMHOL ocoBs afo mpistinne, 'y,
ocofi - nignpienna,  micue npospaisg T peecTpauifitmii nosep oGaik
nomaTkin aGo cepin Ta HoMep nacropra)

no Gartkosi Qiznysoi
OBOY RUPTRN MHdfRa

Hporoxon eisyanuiioro xonrpoaw six 24.05.2023 % 1552/1.

3a  peayasTaTamm  pepxasHoro KOHTPOMO  BCTAHORACHO, MO jlikapcbkuil  3acid  REescHo B ¥rpalny 3

AOTPHMAHHYM sumor JAKOHOJABCTRY WEoN0 salesneyenns akocTi AiKapeERUX
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CEPTU®IKAT AKOCTI CEPII TIKAPCbKOI O 3ACOBY
Ne: S/PF/0459/23
BuaaHuuia: 04 KBiTHA, 2023

Y/

HalmeHyBaHHA NPOAYKTY
{403yBaHHA, NiKapcLKa dopma, PO3MIp Ta TUN NaKyBaHHA)

AOKCOPYBILWH-BICTA, KOHLEHTpaT ANA PO3YNHY ANA
iHdy3iH, 50mrf25mn (2mr/mn) N2 1 y pnakoHax

Aitova pevoBuHa

DokcopybiunHy riapoxacpua,

HalimeHyBaHHA Ta KpaiHa BUpobHKKa

Cingan ®apma C.P.f1, PymyHin

Homep peecTpaLifHOro Noceia4YeHHA UA/14710/01/01

Homep cepii Ta Il posmip DN23003A/ 4000 dnakoHis
[aTta BuroToBneHHA 03.2023

MNprUAATHUIA 40 03.2025

Aapeca Ta Homep filensii BupobHuuo! ginkHUuI

011171, byxapecT, PymyHia
14F supaHo 23.07.2018

CinaaH ®apma C.P.A1, 6yn. loHa Muxanaue, 11, cextop 1,

GMP ceptvdikaT abo nocunaHHa Ha EudraGMP

027/2018/RO

Tecr Cneuymdikauia Pe3aynbrar
Onnc Mpo30puil PO3UNH YePBOHOTO KOALOPY Bianosigae
MpozopicTb P034MH NoBUHEH ByTU NPo3opUM Bignosigae
pH 2,5-3,5 3,2
O6’em, 1140 BUTAracTbCA

Ans posysanHa 50 mr/25 mn He meHwe 25 mn Bianosigae
MexaHiyHi BKAOUYEHHA. Bugumi Po3uuH nosrHeH ByTy BiNbHUM Big, BUAMMMX YACTOK Bignosigace
YACTKK
MexXaHiMHi BKAKOYEHHA.
HesMAaMMi YaCTKKM
=2 10 mKkm He Ginbiu Hix 6000 10
-2 25 mm He Ginbw Hixx 600 0
laentndikayin
meTton BEPX BignosigHicte 3Havyenb Rt nikis Ha Xpomartorpamax | Bignosigae

BUNPOBYBAHOIO | CTAHAAPTHOTO PO3YUHIB
merog Yo BignosigHICT MaKCUMYMIB NOLAKHAHHA CNeKTPa Bignosigae
BUNPOOYBAHOTO PO3YUHY

BmicT 1,90-2,10 mr/mn {2,0 mr/mn £ 5 %) 2,02
poAYKTH po3KNagaHHA
- AOKCOPYDIUMHOH He BinbL Hix 2,0 % 0,1
- RRT 1.4 pomiwka He Binbl Hix 0,8 % 0,18
ByfLb-AKa OKpema AcMillKa He 6inbw Hixk 0,5 % 0,02
Cyma gomiliok He 6inb Hixk 3,0 % 0,3
BakTepianbHi @eHROTOKCHUHU He 6iabw Hix 2,2 ME/mr aokcopy6iumuy rigpoxnopuay <2,2
CrepunbHicTb Po3unH noBuHEH ByTK CTepUABHUM CrepunbHUi

Cepin signosigae sumoram MKSA g0 PIM Ne UA/14710/01/01.

Unm A nigteepaxyio, (o HaseaeHa suule iHpopmatlia € JOCTOBIPHOW | TOUHOW. LA cepia npoaykuii 6yna euroToBneHa
(BkNKOUAKOMM YNaKOBKY / MapKyBaHHA) | MPOBEAECHMIA KOHTPOAL AKOCTI HA 333HAYEHOMY BUPOBHUUOMY MaRaaHuYMKY ¥
NOBHIA BIANOBIAHOCTI 40 BumoEr GMP, BCTAHOBNEHMMW MICLEBUM PETYAATOPHUM OPFraHom, a TakoX y BianoBigHocTi 3i
cneundikaujelo g0 PIN Ha npenapat. pOTOKOAW BUPOGHULTBA, YNAKOBKKM Ta aHanisie Gyam neperaAsHyTi | BCTAHOBAGHO
BIANOBIAHICTL BUMOram GMP (CepTudikat GMP Ne 027/2018/R0).

NiaroToBneHO
KOHTpO b AKOCTI:
Fabpiens Qiany/nidnuc/
Jara: 04.04.2023

3aTBepAKEeHD
YnosHoBaxeHa oceba;
Bapmox Amina [nidnuc/

Sindan Pharma | 11 fon Mihalache Bivd, it {+40) 213181767
: 911170, Bucharest 1, Romania |  (+40)213181777
; | F a0} 21 312449

Jarta: 04.04.2023
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