Cepin

BupoGuuk: AT «Kuismeanpenapary, 1/¢. (044) 490-75-22
Hintunug Ne2 uexy 3 BupoGHULITBA TBEPAHX OPM rOTOBHX AIKAPCHLKHX 33c06in
Ajipeca BUpoGHIUOT xinbiuui: Ykpaiua, M. Kuis, syn, Cakcaranchxoro, 139
Alpeca MicLs POBEACHHS KOHTPOMO skocTi: Yipaina, 01032, m. Kuis, Byn. Cakcaranchioro 139, Bigain konrponto skocri

Jliuensis va BupoGHULTBO: AE Ne295498
Cainourso npo arecraniio: Ne293 nin 30.03.2016 p.
Ceprudikar simiosinnocti GMP No001/2020/GMP

Ceprudikar saxocti Ne 25410
Hebiap® ILmoc

TabaeTkH, BKPHTI BAIBKOBOI0O 060,10HK010, N0 § Mr/12,5 mr, no 10 TabreTok y Gaicrepi, no 3

6aicTepu B nauui

(BupoGuuurso (pacysanns) 3 npoayxuii in bulk thipmu-supobunia Bankandapma-Aynuina AT,
Boarapis (nepsunua ta BropunHa ynakoska, KOHTPOJIb fAKOCTi | BunycKk cepil), Barcon ®apma
Mpusar Jlimitea, Inain (supobunurso, KOHTPO/b fK0cTi)); GipMu-BHpoGHuKa Daitn Dyic ena

®apmacerotikaac H. T. M. C. I1. A.

1 TabneTica micTure: uebisonoay (y gopmi HeGiBosoay rigpoxsoepuay) S mr, rixpoxaopriasuay 12,5

Kin-tn B cepii

JHara Bupobuuursa

Jara punavi ceprudixary

AHajiz BUKOHAHO Y BIATIOBIAHOCTI 3

Mr.
PI1 UA/17352/01/01, xic ao 26.04.2024

0017952
29,096 ruc. yn
01.03.2020
23.09.2020

MK31 13 no peccrpaniiinoro nocsinvennn NeUA/17352/01/01, 3mina Nel, vexer

mapxysannus 1o PIT NeUA/17352/01/01 (naxas MO3 sia 13.04.2020 Ne856)

HaiimeHysanns noxasuuka

Bumoru MKSI/AH

Pesyavrar ananisy

Onue

Tabnerkn, skpuri naiskosoto oBonotkoo, Ginoro ado
madbke Giloro KosLopy, KpyI7Ioi lopmMy, 3 ABOONYKACIO
MOBEPXHeto, 3 A0roTHNOM «515» 3 onHoro Goky TabaeTky, i
PUCKOIO - 3 IHIHOTO.

Bianosinae

N~

LnenTudixauin

A. Ha xpomarorpami sipoSyBasoro posuuny,

oTpHManoi B po3aini « KinsKicHe BUSHaYCHHA», TOBHHHI
Gy TH NPHCYTHIMH NikH, HIO CHIBNAAAIOTH 33 YacoM
YTPHMYBanHsl 3 Nikamu HeBIBONOAY | riapoxaopTiasay Ha
XPOMATOrpaMi PO3HHHY NOPIBHAHHA.

Binnosinac

B. Ha xpomarorpami BHnpoGy sasoro posuimy 3uauenus
Rf ocuoBHnx nassm nosuuni Bianosizarm suasennsm RE
OCHOBHHX THISM HA XPOMATOTPAMAX PO3UHHIB NOPIBHARHA,

Bianosinac

C. Magc 3'sBurics xoBTyBare a6o Big
HOBTYBATO-YEPBOHOTO JI0 OPAHKEBO-4CPBOHOIO
3aapusienns (TUTaHy AioKcHa).

Bianosiaae

Bona

He Binbue 7 %.

Biaosinae

Posunnenns, %

Jlikapcoxuit 3aci6 mac BUTPUMYBATH BUMOTH JIOY/CO,
2.9.3, nipy periaMeHTOBAHOMY CTYNEHI PO3YHHEHHS
unebisonony (Q) 80% 3a 30 xp Bia BMicry, 3m3MAUCHONO Y
iynxTi "Crnan Ha oany raénetky».

Bianosinac

Jlixapebkmit 3aci6 mae BuTpuMyBarn siusoryu JIOY/€d,
2.9.3, npx pernaMeHTOBAHOMY CTYTIEHT PO3ISHHCHHA
rinpoxnopriasniy (Q) 80% 3a 30 X8 Bia amicry,

3asHaticoMy y nyHkri "Cknan ua onuy tabieTky».

Bianosinac




Ceprudixar sikocti Ne 25410
He6Giap® ILmioc

Ne Haiimerysanng nokassuka Bumoru MKSI/AH Pesyanrar auanisy
5 | Kimvxicne susnauenus, % Buicr ueGisonony B oaniit Tabnetui nosunuo Gyri nix 95 99
% 10 105 % Bix wmicty, 3a3Hauenoro  posini «Cknan na
oAHy TabneTky».
Bumicr riapoxnopriazusy B oauiit TaGaerui nosunno Oy 101
Bit 95 % 1o 105 % sin micry, 3nsuauenoro p posaini
«Cxian Ha ofiHy TabReTKy».
6 | Cynpoginni fomiwku,% I. Jomiwks neGinonony: 0
Jomiuka A - ue Ginsiue 0,5 %
Byab-sika iuua ueigenrnidikosana nomitka - ne Ginne 0,2 0,13
%
Cyma noMitok - He Giasiue 1 % 0,27
i1 Jlomimku rigpoxaopriazuuy 0,05
Bewaorianiazuny somituka A - e Ginbie 0,5 %
Xnopriasuay - ue Gitsme 0,5 % 0,07
Finpoxnoporiasuny namep - e Ginbie 0.5 % 0,13
Byub-aka inura neincurudixosana nominika - xe Giaswe 0,2 0
%
Cyma noMitox - se Ginbwe 2 %. 0,25
7 | OnHopiAHICTh A030BAHMX OAHHHILL [TpuitmMansue uucno (AV) ana 1ebiBosIONY MaC BIAMNOBIxaTH 6,4
sumoraM JAdY/€D, 2.9.40: L1 <= 15
[Tpuitmansue uneno (AV) IR rigpoxaopoTiasuay Mae 3.3
BiAnoBizary Bumoram APY/€d, 2.9.40: L1 <= |5
8 | MikpoGionoriuna uncrora Kpurepii npuituarnocri: 3aransue uncno acpodumx Binnosinae
mikpooprauismis (TAMC) - 1000 KYO 8 | ¢, /<200 KYO/
Kputepii npuitnsriocri: 3aransue uncio apikmxonux i Bianosizae
nniceneux rpubis (TYMC) - 100 KYO s 1 1, /<20 KYO/
Bincytuicrs Escherichia colin | r. Bianosizae
9 | Mapkysanun _ |3riaso 3 MKK J13 Bijnosinae
10 | Vnaxkonka 3rigso 3 MKK JI3 Bignosinae
Tepmin npuaarsocri: 3.00 p. [punaruuii po: 02.2023
YMmosu 36epiranus: B opurinansuiil ynakosui, npu tesnepatypi ne sume 25 °C,
BHCcHOBKH: Bianesizac sumoram MKSI JI3 no peectpanifinoro nocsinvenns NeUA/17352/01/01, smina Nel,
TexcT mapkysanns 30 PIT NeUA/17352/01/01 (l MO3 sin 13.04.2020 N856)

Hauanbuux BKS

Jossosiero 1o peanizauii
«luM 8 3aceiavylo, mo HaBeseHa BHiue ingopmanis ¢
(BKMO4AIONM  MAKYBAHHA T4  MAPKYBAHHA) T4  OpPOBEACHO
BianopigHocti 3 Bumoramu GMP, BcranonfeHMME MiCLEBHM

it Mukonaisua Uukonosetis

10 cepiio  npoayxuii 6yno  Bupobneno
BHIiC3A3HAUCHIH  NibHNLI Y MOBHIi
TAKOX  BIANOBINHO 10  creundikauiii,
WO MCTATLCH  y  peecTpauimomy  gocke.  [Iporokg T  aHatizis  Gyno  repermsiuyro  Ta
BCTAHOBJICHO Bijnosiauicrs GMP»

VYnosHoBaxeHa ocoba 3 sKocTi Onena l'eopriisna Cuyosa

D15 00 dopr
D an./ 1659 om 04 QL. L0407 @7
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D15 00 dopr
D an./ 1659 om 04 QL. L0407 @7




Bupotnuk: AT «ICiiMennperapars, /¢, (044) 490-75-22
Rinuimua Ne2 uexy 3 supoGusmirea TBEPIIHX (JOPM TOTOBHX JHKAPCHKIX 3ac06in
Anpeca supoBusrol Aipsunui Yrpaina, m. Kiia, syn. Cakcaraucniore, 139

o

Alpeca Micua nposeneiis KOHTPOMO Axecti: Yipaina, 01032, M. Kuin, Byn. Caxcarakesioro 139, Biin KOHTPONO AXoCTi

Jiuensis na supoGunreo: AR Me295498
Crinourse npo arecranio: Ne293 pin 30.03.201 op.

Ceprudixkar axocri Ne 13819
He6iap® Ilnroe

Tabnerkn, BRpUTI MAiBKOBOIO obononxor, no 5 mr/12,5 mr, mo 10 Tadnerox Y Baicrepi, no 3

GaicTepu B nauni

(BupoGuuurno (bacysaumnn) 3 npoxykuit in bulk (ripMu-BHpoOuIa Baakandapma-Nynuiua AT,
Bonrapin (nepsunna ta BTODHHHA YNAKOBKA, KOUTPONL AKOCT] | BHIYCK cepit), Batcon Gapma
Hpusat JMimirea, [nain (BupoGuunTBAY, ROHTPOLL AKOCTI)); GipMu-Bupobiunka Oajiy ®yac eng

Papmacriorikanc H. T. M. C. I, A,

I TaGnerka mieTyrn: nebisonony (y dopmi Hedisonoay rinpoxaopuay) 5 mr, riapoxnopriazuny 12,5

M.
PII UA/17352/01/01, aie no 26.04.2024

Cepis 0011457

Kin-tn 8 cepii 33,856 ruc. yn

Hara upoGHunTsa 30.11.2019

Zara sipani cepridyi KTy 25.05.2020

AHaA aMKOHaHO y BinnomimHoCT 3 MKSI JI3 no peccrpauiiinoro nocsinuemin MNeUA/17352/01/01, 3mina MNel, Texer

Maprysanns no PI1 N UA/N7352/01/01 {(vaxaz MO3 nix 13.04.2020 Ne856)

Na Haiisenynatun noxassmia Bumorn MIGVAH

Pesynirar ananisy

1§ Onpue ’ ‘ TaGnern, srpuri nniskonoro oGosnonxoio, Ginoro aGo
Maibxe Gisoro KoRbOPY, kpyraol (hopmu, 3 ABOONYKAOIQ
NOBEPXHELD, 3 NOTOTHNOM «515% 3 ontoro Goky Tabuerwn, |
PHCKOIO - 3 [Hitero.

Bizmosinae

2 | InenTudixania A, Ha xpomarorpami BHIPOGYRAHOrO pozunuy,

OTpHMaHoi B posaini «Kinbkicie BH3HBYCHHRY, TOBHNH]
Gyt npucy taiMm niky, 1o CIHBILAROTE 32 Yacom
YTPHMYBaHNg 3 nikaMu HeGisonony i rigpexsopriasuay na
XPpOMarorpami po3wHHy nopiBHgNs,

Bianosinae

B. Ha xpomarorpami BHNPOGYBANOTG POIMMNY 3HEMCHNR
REocnosumx s nosuni siamosinars 3naqentisy Rf
OCHOBHIEX MMM Ha XPOMATOTPAMAX POIHHHIp NOPiBHAHIA,

Bianoninac

C. Maes'apurncs HKOBTYBATE abo pijn
HKOBTYBATO-4EPBOHOTD 4O OPAKCBO-HEPBOH QIO
. |3a6aperennn: (turany mioKcHzR),

Bianosigac

3 | Bonma ' ; He Ginnue ‘7%

Binrtoninae

4 Porumenns, % ' ) . . ﬂikapcz.xﬂg‘& 3acih mac BHTpHMYBaTH BHMori JBY/ED,
2.9.3, npu PEINAMERTOLRHOMY CTYIICH| POSHUHEHHS

i neGisanony (Q) 80% 3a 30 xs pig BMICTY, 3a3naucHoro
nynice "Cxnang na omiy TafaeTyn.

Binnoninae

Jlixapesxuit 3aci6 Mac BHTRHMYBATH
2.9.3, npu pernameHTOBaHOMY CTYII
rigpoxnopriasiuy (Q) $0% 13a 30 x
3asnaucuomy y nyHxTi "Cxaag Ha

Bisnoninac

>
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Ceprudixar soeti No 13819
He6iap® [aroc

Nu Haitsenysanns noxastnxa Bumors MICSAHT Pesynurar ananisy

5 Kinbiiche snismuenns, % Buict neGinonony b ogmiit TabRETII HOBUHHG GyH Big 95 99,8
% no 105 % nig BMICTY, 343HaUCHOIO B posuim «Craan ia
oy TabneTkyn.

Baicr rinpoxnopriasuay u onuiii Tabnerni nopsimo Byrn 100,0
8195 % no 105 % »ig smicty, sazmauenoro a po3Lini
«Crian va onny TabneTiyy.

6 | Cynposiaui nomimx,% L. Nomimikn neGinonony: 0,03
Howminxa A - e Ginswe 0,5 %

Bysb-axa imna wetnerrudixosana nomimka - me Ginbue 0,2 0,03
% i 2
Cyma nomitmox - ue Ginsure 1 % ' 0,06
[ Nomitmn rigpoxaopriasuay 0,05
Bewsvrianiasuny somimka A - ne 6insme 0,5 %
Xnopriasuay - ue Ginswe 0,5 % 0,024
Tipoxstoporiasnay aumep - ne Simvue 0,5 % 0,25
Bysb-nxa inwa seinenTrironana JoMiuka - te Gitbie 0,2 0
Ye
Cyma gomimor - ne Ginsiue 2 %. . 0,32
7 | Omvopissicrs 1030BaHIX OMHILE Tlpuiivantae uucno (AV) nas nebinonony mae ignosinari 2.9
BUMOram JDY/CD, 2.9.40: LI <= |5
puitvansie uucno (AV) yaa rigpoxneporiaznny Mae 2,7
BignoBizary Bumoram JIDY/ED, 2.9.40: L1 <= |5
& | MixpoGionoriuna wucrora Kpurepit npuiiusraocri: Saransue wicno aepodHuX - Bignosinae
Mikpoopranismiz (TAMC) - 1000 KYO s I T /<200 KYO/
Kpurvepii npuitnaraocri; 3;1r‘am,ue UHGI0 APDEDKOBHX | Bi;mgui.qae
mnicenesux rpubis (TYMC) - l00 KYO s 1 1. . /<20 KYO/
Bigeyruicrs Escherichia colis I r, Binnosinae
9 | Mapxysanus 3rigno 3 MKK J13 - Bianosigae-
10 | Ynakosxa 3riano 3 MKK J13 Bianosinae
Tepmin npuparnoeri: 3.00 p, NMpunarauii no: 10.2022
Ynmonu a6epirasus: B epurinnasuili ynaxosui, npu Teattepatypi ne suue 25 °C, ‘
BrcHonkm: Bianoesinae snmoram MICS JI3 o peecrpauiiinoro nocsinuenun NeUAS17352/01/0 1, ntina Nel,
Teker saprysanng ao PIT NUA/17352/01/01 (maJ 03 ig 13.04.2()20_ Ne856)

Hauaneuux BKS
Hoaroneno fo peanisauji

npoayxuit  Gynmo  snpoGaeno
:ji?mazmmeuiﬁ Himbawul  y  nomuiit

«llus 5 3acwiguyio, mo  uasepena Buwe  iHgopMania €  xocrdiéF; ‘;O 2 " cepilo
(monovatows  makysawnn  ra MAPKYBAHRA)  Ta nposeHeno ko
BiuTOBiMHOCTT 3 niteHsidinnMu BUMOIaMKE,  BCTAHOBICHUMH Mi
cnenmixauilf, mo Micrrscs Y peectpauifinomy focue. [Ipm'mc
Til BCTAHOBICHO BIAMOBIRMICTL MiBEH3IMIAX BUMODY :

F4HOM, & TakoK Bignosimmo  no
EYQALEA  TA amaitizis Gyno  nepernsmyro

YrosHOBaeHa 0c064 3 SKOCT
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