





Bupotunk: AT « Kuipmeanpenaparm, /4. (044) 490-75-22
Jinbuvs Nel uexy 3 BpoSuniTsa TBEpARX BOPM FOTOBHX AKAPCHhKIX 3acobis
Ajtpeca supobanyol pinbumui: Yrpaina, M. Kuis, Byn. Cakcarauchkoro, 139
AJpeca Micls nPOBRICHHS KOHTPOIIO SKOCTI: Yipaiua, 01032, M. Kuis, syn. Caxcarancwioro 139, Biyuisn kowrposio sxocri
Jhiueusis na supobunurso: AE Ne295498
Csinourso npo avecraniio: Ne293 Bin 30.03.2016 p.
Cepruixar sianosiasocti GMP Ne001/2020/GMP

Ceprudixar sxocti No 28624
Higypoxcazun

TaBJIeTKH, BKPHTI NIiBKOBOIO 060/10HK010, 10 200 MI-
1o 10 tabneroxy Gaicrepi, 1 Gicrep B nauni
I taGaerka micTuts nidypokeasuny, y nepepaxysanui ua 100 % peuosuny - 200 mr
PIT NeUA/1370/01/01, ni€ 6escTpokoso

Cepist 0019175
in-1b B cepii 20,223 THe. yn
Jara BHPOOHUIITBA 14.08.2026
Hara sugaui ceprudixary 15.10.2020
AHAn3 BHKOHAHO ¥ BIANIOBIZHOCTI 3 MEKSI JI3 ro pecerpauniiinoro noesinuenns NeUA/1370/01/01, smina N1, Ne2, N3, Ned
3mina rexery maprysauis o PTINeUA/1370/01/01 (nawas MO3 six 28.05.2019
Ne1186).
No Haitsmeny sanns noxasmika Bumorn MKSI/AH]L Pesysinrar ananizy
1 Ormie Tabnerky, BRPHTI IIIIBKOBOIO 0BOIOHKOIO KOBTOTO Binnosinac
KOJILOPY, OBAILHOL YOPMH, 3 ABOONYKIOIO NOREPXHEIO, 3
PHCKOI0 3 0iHoro Boky Tabnerky Ta narmcom « KMIT» 3
inworo Goxy. Ha posnami siano sapo SACKPABO-KOBTOrO
KOALODY.
2 | laewrudikauin A, Y®-cnekrp Bianosigac
B. THIX Bianonizac
3 Onuopiauicrs A030BAHMX ONHHUI TipuiimanbHe Yueno Mac BHTpHMYBaTH BiMory 1Y, Bianosigac
2.9.40
4 Posunnenns, % Jlixapebkuit 3aci6 Mmae BuTpEMyBaTH BUMorn JBY, 2.9.3 Bi;mosinac
TP PEIIaMEHTOBAHOMY CTYTICHI POSUHHCHHS
gidypoxcasuay (Q) 70 %.
5 | Homiuma A He Ginpue 0,05 %. Bianosizac
(4-rippoxcubensriapazun), %
6 | MikpoGiosoriuna uscrora Kpurepii npuitnsrrocti: 3aransie uucso acpodumx Biznosinac
sikpooprauiamis (TAMC) (s crifikux gop /<1000 KYO/
MIKPOOprauismis) ~ 1000 KYO s 1 r,
Kpurepii npuitngriocti: 3aransue uncao JIPUKDKOBHX 1 Biuiosizac
mticenennx rpubis (TYMC) - 100 KYO s 1 r, <50 KYO/
Biacyrnicrs Escherichiacolin 1 1. Bianosinac
7 | Kimvkicue susnavenns, mr Bwicr niypoxcasuay B oanit Tabaerii mac 6y i 190 195
MI 10 210 Mr, B nepepaxyBanti Ha cepeanio macy
Tabsnerku.
8 | Mapxysanus 3rizmo MKs Bianosiiac




Ceprudixar sxocti No 28624
Hidypoxcazun

No Hafimenysanna noxassnxa Bumors MICGI/AH L Pesynsrar anaizy
9 | Ynakoska 3riano MK Bianosinac
Tepatii npugarnocti: 3.00 p. Mpugarnnit no: 07.2023
Ysonu 3Gepiranms; B opurinansuiit ynaxosui, DpH TeMBeparypi ne same 25 °C,
Bucnoskn: Bianosixae sumoram MKS JI3 20 peecrpaniiinoro nocninuenns NeUA/1370/01/01, smina Net,
Ne2,Ne3, Nod 3miua rexcry Maprysanust a0 PIL NeUA/1370/01/01 (nakas MO3 sig 28.05.2019
Ne1186).

Hauansuuk BKS
HNospoacHo s10 peanizauii

«llust s sacsinuyio, wo uascpena siue  indopmauis Lo cepio  npoaykuii Oyno  Bupobaeno

(Bionoualony  makysanus  Ta MapKyBats) Ta  OpoBes BHWESA3HAMCHIR  Albiitd  y  nosuifi
BUIOBEAMOCTE 3 BHMOramy GMP,  peramoscunmu Micue;' a4 TAKOX  BUNIOBIAHO 0 cneun@ikaniii,
WO MICTATBCS Y peccrpauiiinomy  70che. Hporokomi b :93" Ta  anamisiz - Gyno HEPEMISIHYTO  Ta
BCTanoBAeno Bianosiguicts GMPy»

YrioBHoBakeHa 0coba 3 AKOCTI N el : Onena "eopriisxa Cuuosa

‘&XL@M-/\/ @5_490‘




BrpoBnni: AT «Knisneanpenapam, /. (044) 490-75-22

Hinvnuus Nel uexy 3 supoBuiuTna Teepaux (OpM COTOBHX nikapcukux sacobis
Aunpeca supoSumol ainbukui: Yrpaina, m. Kuis, syn. Caxcarancbkoro, 139
Anpeca micusa npoBeaCHis KOUTPOIIO AKOCT: Yxpaina, 01032, m. Kuin, ayn. Caxcaraicbkoro 139, Bimain konrponio sxocri

Jliuensis na supoSunurso; AE Ne2935498
Cainourso npo arectauiio: No293 sin 30.03.2016 p.
Ceprugixar pianosianocri GMP Ne001/2020/GMP

Ceptudixar sxocti Ne 36659

Hidypoxcaszua

Ta0eTKH, BKPHTI MIiBKOBOI0 0001011010, 10 200 MI

no 10 rabaeroxy baicrepi, 1 6aicrep B natui

1 TadseTka micTuTs niypowcasnay, y nepepaxyeauni ua 100 % pesosuny - 200 mr

Cepis

Kin-tn B cepii

Jara supoGuursa

Jlara ginaui cepripixary

Auani3 BUKOHAHO ¥ BIANOBIAIOCTI 3

PTI NeUA/1370/01/01, aie 6escTpokoso

0024767

20,067 Tuc. yn

11.09.2020

15.12.2020

MEKS$1JI3 no pecerpaniiinoro nocsiguenns NeUA/I370/01/01, 3mina Nel, Ne2,Ne3, Ned

amina Texery mapkysauns go PIT NeUA/1370/01/01 (naxas MO3 sin 28.05.2019
Nel186).

No Hafimeny sanns nokasunka

Binvors MKCSI/AHJ Pesynwrar ananisy

1 Omuc

Tadnerk, BKPHTI NAiBKOBOI0 0GOIOHKOIO HOBTOFO Bianosinae
KOJILOPY, OBAALHOT (POPMH, 3 IBOOMTYKIOIO MOBEPXHEID, 3
prckoto 3 oanoro Goiy Tabneticn Ta nancom «KMI» 3

itmnoro Goky. Ha poanami BHAHO AP0 ACKPABO-KOBTOrO

KOJIbOPY.
2 | lnewrudicauis A. Y-cnekrp Bianosinae
B. TIUX Biamosinac
3| OnnopisnicTs 1030RAHUX OJIHMI [MpuiiMansiie wieno mMae suTpuMynar suMoru JdY, Bignosizae
2.9.40
4 | Posunmcnns, % Jlixapcukuii 3aciG mae BuTpumysari sumoru 1Y, 2.9.3 Binnosinae

IPH PErAIAMCHTOBAHOMY CTYMeEHi PO3UHIIeHHA
nidypokcasmuy (Q) 70 %.

5 | Nomimxa A He Ginbiue 0,05 %. Binnoninac
(4-rinpokcuGersriapasin), %

6 | MikpoGiostoriuma *scrota Kpurepit npuitnarHocti: 3aransHe uncsno aepoGuux Binnosinac
sikpoopranismins (TAMC)(ans crifikux Qopas /<1000 KYO/
Mikpoopranizsis) — 1000 KYO s | r.
Kpurepii npuiinaraocri: 3aranbie 4Hcao ApisuKoBHX i Bianoginae
naicenesux rpubia (TYMC) - 100 KYO s I . 1<50 KYO/
BincyTuicr, Escherichia colin 1 r. Binnosigac

7 | Kinskicue pusnauenns, mr Bicr nidrypoxcazimy 8 onuiii raGnerui mae Gytu sin 190 198
Mr o0 210 mr, B nepepaxy BanHi Ha CEPEAHIO Macy
TabieTKu.

3 | Mapkypanus 3rigno MKS Bianosinac




Ceprudikar saxocri Ne 36659

Hidypoxecazun
No Hafimenysanns nokasnuka Busorys MICGI/AHI Pesynsrar ananizy
9 | Ynakopka 3rigno MKS5] Bignosinae
Tepmin npuparnoceri: 3.00 p. [puaarnuii no: 08.2023
Ymosu 3Gepirans: B opurinansuiii ynakosui, npn tesueparypi ne sume 25 °C.
Bucuosky: Bianosinac susoram MKSLJI3 no pecerpauiiinoro nocsinuenns NeUA/1370/01/01, 3mina Nel,
Ne2,Ne3, Ned 3mina rexery mapiysanas go PITNeUA/I370/01/01 (naxas MO3 sig 28.05.2019

Nel186).

Havansuuik BKS

Jlossoneno a0 peanizanii >
«um s saceiguyio, wo masegena Buule  indopmauin € ,uu nm oxqgmmmumvmy 10 cepito  npoaykuii
(BKMIOYAIOYH  naKyBaHHA TR MApKyBauHa) Ta  NpoBeseo i

Oyno  supabneno
BHLIC3AZHAMCHIN  JiAukg Yy rosuiif
TAKOMC  BIAMOBIAMO 40  cncumdixauiil,

BianosigHocti 3 Busoramu GMP, bpcranomgenumu  Micenim ;

WO  MICTATLEA Y  peccTpauiiiioMy  [0Che. Hpo"roz\pu 1l 4535@&@
BCTaHoBAEHO BignosiguicTs GMP» : Ne 293 4.7,
VYnoBHOBaxceHa ocoda 3 AKOCTi Wi, A4 o Dfiena leopriisna Cuuosa

a asanizis  Gyno  meperanyto  Ta




BrpoBnni: AT «Knisneanpenapam, /. (044) 490-75-22

Hinvnuus Nel uexy 3 supoBuiuTna Teepaux (OpM COTOBHX nikapcukux sacobis
Aunpeca supoSumol ainbukui: Yrpaina, m. Kuis, syn. Caxcarancbkoro, 139
Anpeca micusa npoBeaCHis KOUTPOIIO AKOCT: Yxpaina, 01032, m. Kuin, ayn. Caxcaraicbkoro 139, Bimain konrponio sxocri

Jliuensis na supoSunurso; AE Ne2935498
Cainourso npo arectauiio: No293 sin 30.03.2016 p.
Ceprugixar pianosianocri GMP Ne001/2020/GMP

Ceptudixar sxocti Ne 36659

Hidypoxcaszua

Ta0eTKH, BKPHTI MIiBKOBOI0 0001011010, 10 200 MI

no 10 rabaeroxy baicrepi, 1 6aicrep B natui

1 TadseTka micTuTs niypowcasnay, y nepepaxyeauni ua 100 % pesosuny - 200 mr

Cepis

Kin-tn B cepii

Jara supoGuursa

Jlara ginaui cepripixary

Auani3 BUKOHAHO ¥ BIANOBIAIOCTI 3

PTI NeUA/1370/01/01, aie 6escTpokoso

0024767

20,067 Tuc. yn

11.09.2020

15.12.2020

MEKS$1JI3 no pecerpaniiinoro nocsiguenns NeUA/I370/01/01, 3mina Nel, Ne2,Ne3, Ned

amina Texery mapkysauns go PIT NeUA/1370/01/01 (naxas MO3 sin 28.05.2019
Nel186).

No Hafimeny sanns nokasunka

Binvors MKCSI/AHJ Pesynwrar ananisy

1 Omuc

Tadnerk, BKPHTI NAiBKOBOI0 0GOIOHKOIO HOBTOFO Bianosinae
KOJILOPY, OBAALHOT (POPMH, 3 IBOOMTYKIOIO MOBEPXHEID, 3
prckoto 3 oanoro Goiy Tabneticn Ta nancom «KMI» 3

itmnoro Goky. Ha poanami BHAHO AP0 ACKPABO-KOBTOrO

KOJIbOPY.
2 | lnewrudicauis A. Y-cnekrp Bianosinae
B. TIUX Biamosinac
3| OnnopisnicTs 1030RAHUX OJIHMI [MpuiiMansiie wieno mMae suTpuMynar suMoru JdY, Bignosizae
2.9.40
4 | Posunmcnns, % Jlixapcukuii 3aciG mae BuTpumysari sumoru 1Y, 2.9.3 Binnosinae

IPH PErAIAMCHTOBAHOMY CTYMeEHi PO3UHIIeHHA
nidypokcasmuy (Q) 70 %.

5 | Nomimxa A He Ginbiue 0,05 %. Binnoninac
(4-rinpokcuGersriapasin), %

6 | MikpoGiostoriuma *scrota Kpurepit npuitnarHocti: 3aransHe uncsno aepoGuux Binnosinac
sikpoopranismins (TAMC)(ans crifikux Qopas /<1000 KYO/
Mikpoopranizsis) — 1000 KYO s | r.
Kpurepii npuiinaraocri: 3aranbie 4Hcao ApisuKoBHX i Bianoginae
naicenesux rpubia (TYMC) - 100 KYO s I . 1<50 KYO/
BincyTuicr, Escherichia colin 1 r. Binnosigac

7 | Kinskicue pusnauenns, mr Bicr nidrypoxcazimy 8 onuiii raGnerui mae Gytu sin 190 198
Mr o0 210 mr, B nepepaxy BanHi Ha CEPEAHIO Macy
TabieTKu.

3 | Mapkypanus 3rigno MKS Bianosinac




Ceprudikar saxocri Ne 36659

Hidypoxecazun
No Hafimenysanns nokasnuka Busorys MICGI/AHI Pesynsrar ananizy
9 | Ynakopka 3rigno MKS5] Bignosinae
Tepmin npuparnoceri: 3.00 p. [puaarnuii no: 08.2023
Ymosu 3Gepirans: B opurinansuiii ynakosui, npn tesueparypi ne sume 25 °C.
Bucuosky: Bianosinac susoram MKSLJI3 no pecerpauiiinoro nocsinuenns NeUA/1370/01/01, 3mina Nel,
Ne2,Ne3, Ned 3mina rexery mapiysanas go PITNeUA/I370/01/01 (naxas MO3 sig 28.05.2019

Nel186).

Havansuuik BKS

Jlossoneno a0 peanizanii >
«um s saceiguyio, wo masegena Buule  indopmauin € ,uu nm oxqgmmmumvmy 10 cepito  npoaykuii
(BKMIOYAIOYH  naKyBaHHA TR MApKyBauHa) Ta  NpoBeseo i

Oyno  supabneno
BHLIC3AZHAMCHIN  JiAukg Yy rosuiif
TAKOMC  BIAMOBIAMO 40  cncumdixauiil,

BianosigHocti 3 Busoramu GMP, bpcranomgenumu  Micenim ;

WO  MICTATLEA Y  peccTpauiiiioMy  [0Che. Hpo"roz\pu 1l 4535@&@
BCTaHoBAEHO BignosiguicTs GMP» : Ne 293 4.7,
VYnoBHOBaxceHa ocoda 3 AKOCTi Wi, A4 o Dfiena leopriisna Cuuosa

a asanizis  Gyno  meperanyto  Ta




Bupo6Ghuk: AT «Kuiamennpenapary, T/, (044) 490-75-22
Hinvunua Nel uexy 3 BupoGruursa TRepaux (opM roToBUx Aikapcbkix 3acobis
Anpeca sipobun4ol nisvhuL: Ykpaina, M. Kuis, syn. Cakcarancbkoro, 139

Anpeca Mmiclis npoBeeHns xouTponto axocti: Yrpaiua, 01032, M, Kuis, syn. Caxcaraucikoro 139, Bignin xourponio sxocti

Jlineisis ua supoGuuurso; AE Na295498

Csaigourso npo arecrauiio: No293 sip 30.03.2016 p.
Ceprugixar sianosingtocri GMP MNe001/2020/GMP

Ceprudikar sixocti Ne 36706
Hidypoxcasun

TabneTkH, BKPHTI naiBKoBolo oGonioHkolo, no 200 mr

no 10 raGaeroxy Gaicrepi, 1 Gnicrep B mausni

1 Tabnerxa micTuTs Hidlypokcasuny, y nepepaxysanni na 100 % peuosuny - 200 mr

PIT NaUA/1370/01/01, gie GescTpoxoso

Cepis 0024768
Kin-tb 8 cepif 21,432 Tic. yn
Jara supoGrnursa 12.09.2020
Jlara supaui ceprudikary 16.12.2020

ABnaii3 BHKOHAHO ¥ BIANOBIAHOCTI 3

MKS$ JI3 go peecrpauiiinoro nocsiavenus NeUA/1370/01/01, smina Nel, Na2,Ne3, Nod

3mina Tekery maprypanus o PIT NeUA/1370/01/01 (uaxa3 MO3 six 28.05.2019

Nel186).
Ne Haiimeuypaniia nokasuika Bunsorn MKSVAHL Pesynsrar ananisy
1 | Onnc TaGnerkH, BKpHTI N1iBKOBO10 0GONOHKOIO KOBTOTO Bianosinae
KONbOpY, onanbHOT lopMH, 3 ABOOTIYK/IOI0 [I0BEPXHEIO, 3
pHEKoI0 3 0aHOro Goky Tabnerki Ta Hanncom «KMI» 3
inworo Goky. Ha poinami BHAIHO AAPO ACKPABO-KOBTOIO
KORhOPY.
2 | lnenrudixauis A. Yb-cnextp Binnosinae
B. THIX Binnosinae
3 | Onuopinuicts KO30BaHMX OAHHHIL MpuiiManbie wacao Mae BHTPUMYBaTH BiMork DY, Binnosinae
2.9.40
4 1 Poauumenua, % Jlikapcukuit 2aci6 Mae BurpuMysarty sumory 1Y, 2.9.3 Bimnosinae
MPH PErIAMEHTOBAHOMY CTYNEH PO3UHHEHHS
Hidypoxcasugy (Q) 70 %.
5 | Romimka A He Ginswe 0,05 %. Binnosinac
(4-rinpokcnGensrigpaun), %o
6 | MikpoGionoriuxa uuctora Kpurepii npuituariocTi: 3aransue uncno aepo6uux Bianosinac
mikpoopranizmis (TAMC)(ans crifikux dopm /<1000 KYO/
aikpoopraniamis) - 1000 KYO s I 1.
Kputepii npufiusTHocri: 3aranbhe wicao ApiKIKOBHX i Binnosinae
ruticenesux rpuGis (TYMC) - 100 KYO s I r. /<50 KYO/
Bincymiicrs Escherichiacoli s 1 . Bianosinae
7 | Kinskicne sH3nauenns, Mr Bumicr nidypoxeasmuy s oauiii abneri mae Gy nix 190 194
Mr 1o 210 mr, B iepepaxy BanHi Ha CEPEAHIO Macy
TabneTin.
8 | Mapxysauus 3rimio MKA Bianosinac




Ceprudikar sixocti Ne 36706

Higypoxcasng
No HaitMety sanus nokasuuxa Bumoru MIGI/AHI Pesynstar ananisy
9 | YnaxoBka 3rigno MKA Bianosiaae
Tepmin npuaarnocri: 3.00 p. Mpunarnuit po: 08.2023
YsoBy 3Gepiranua; B opurinaasniii ynaxesiti, npn testnepatypi ne suume 25 °C,
BucHoBKH: Binnosinac pusoram MIKCSA JI3 ao pecerpauilinoro nocsinuenns NeUA/1370/01/01, smina Nel,
Ne2,Ne3, Ned 3mina Tekery maprysanns go PIT NeUA/1370/01/01 (naxa3 MO3 nin 28.05,2019

Ne1186).

Hauanbuux BKA
Doasoneno ao peanizauit

N Mukonaisna Yukonoseub

7 wito cepito npoaykuii Gyno BupoGneno
(kmoualou#  NaKkyBaHHR TA  MapkyBawHa) TA NPOBCACHO FKOHTROML ﬂf_focﬁécﬂ W Youmesasnauenift - pinpeuui Y nosuiii
pignogiaHocTi 3 suMmoramu GMP, BeTanOBREHMMH  MicLCBHM '%f\y ur TAKOXK  BiznoBiAHO A0  cneipidikartii,

) . A ./ .
WO MiCTATBCA Yy  peEcTpauifiHoMy  HOChE. ['[pm‘?ww\ BHRQBHIIRGAN Ta  awagisin  Gyno  nepernsmyro  Ta
\“ ;

scTanosneno sianosiguicrs GMP»
VnosHOBaXkeHa 0coba 3 AKOCTi

" 12 Dpae ~
G an p13#0 om o8 04 204y Slany).-




|
Bupobnis: AT ((f\’ll'l'lt.\ll:)ul]u%illl;)i]’l‘»‘ Thin (044) 490.75-22
Jlimnnnms Nel uexy 4 supoGuirsa 'z‘ncimux hops FoTOBIX NHKaphknX 3aco0in
Anpeea enpolinroi aianui: Yepaina, s Kiis, nyn. Cawcarancnioro, 139
AJpeca MiCls NPOBCICIN KOITPOINO AKOCTT Viepaina, 01032, . Kitn, sys. Caxcarancrkoro 139, Binain KOHTPOINO sSRoeT]
Hinensis va pupodimnmso: AE Ne295408

Coizonrrso npo arccraniino: M293 sia 30.03.2016 p.

Cepragizar pranosiznocri GMP MO0 1/2020/GMP
i

Cepmudikar sxocri Ne 42971

Hidyporeaznn
TalACTRIL, BRPUTI 1J1iBKOBOI0 060101010, 110 200 nMr
no 19 rabneroxy Gaicrepi, 1 Gaictep B nauui
Lrabueria mierirs miypokeasiay, y nepepaxysaimii ua 100 % pewosnny - 200 mr
PTI NeUA/1370/01/01, nic Ge3cTpoKOBO

Cepin 0029811 |
Kin-rn B cepii 19,773 wuc. yn i
Jlara supoGiinierea (7.11.2020 1
i
Hara supaui ceprinirary 15.02.2021 |
Ananiy pHKoHauo y sianosijnnoeti 3 MKS$ JI3 no pecm'pnuiiiumﬂ noesipuenng NeUAS1IT0/01/01, 3stina Ne1, No2,No3, Ned
anting rerery saprysanns 10 PITNUA/I7001/01 (sacas MO3 sin 28.05.2019
Ne1186). 3
No Hatiaic iy samist noxazniika Busort MICGTAHT Pesyorar ananizy
I Onne Tabnericn, BrpiTi 1AIBKOBOIO 6TONOHKOIO HKOBTOIO Bijtoninae
KOILOPY, OBWILHOT (JOPMIL, 3 ABOOIVKIOWN TTOBCPXIILIO, 3
pHekoIo 3 ojuiore Goxy TadacTiy ra nanucom «IKMIy 3
inntoro Goky. Ma po3ami BIIHO S/PO ACKPABO-KOBTOrO
KOJILOPY.
2| lachridikanis AL Yb-cnesmp Bironinac
B. THIX Bijoninae
3 OAnopizieTh 1030BAHHX O;IHHN L Hlpniimansie wicno .\15:1(: BHTPHMYBATH BUMOTH JldY, Bijnoninac
2.9.40 |
4 Posunnieuns, % Jikapewiasii sacid Mil(é BHTpUMYBATH Binvtorn JIDY, 2.9.3 Bimosinac
Tt ]]CI‘J[ZIMCEI'I'CHHIIUJ\EI)" C‘i}’liCH]‘ POIHHHEHTI
niyporcazny (Q) 70 %.
5 | Joatwsra A He Ginne 0,05 %. Binnonixac
(4-riapoxcubcrsrinpaznn), % i
6 | MixpoSicnoriuna unerora Kpsrrepii 11pui’|n>=‘n|m::'ri: 3arantic uueno acpobianx Binnouninac
MIKPOOpPranisain ('l‘/\MC)(,-‘ulﬂ Criikix (hopai f<1000 KVO/
MIKPOOpPramiszig) — I@UO K¥Owslr
Kpurepii n|mx‘iusrruncf'ri ¢ arannie YHeNO APINLROBIX | Bianosinae
nicenenix rpubin ('I'EYMC) —100KYOnl1r 1<50 KYO/
Bineyriicr, Eschcricl:lia calip ! r. Binnosinae
7| Kinskicue suszgaucnia, ar Baier ni(|}_vp<):~ccaiz;1,uy: B oanif rabnerid Mac Gy nia 190 195
Mrono 210 sr, B ncpe]:uxysmuni 118 CCPCIUNG Macy
TalieTKII.
8 | Mapkynanis 3ri; o MICS Binnosinae

P pzwcéw?—,w 0¢ W 7]




Ceprudixar sxocti Ne 42971

Hidypoxecazun
Ne Haitmenynatiss nokaziika Busorn MIGI/AH ] Pesyasrar aranizy
9 | Ynaorka 3rijuio MICA Binnoninac
Tepstin npngariocri: 3.00 p. Hpraarimii go: 10.2023
Yatonn s0epirans: B opurinanuniii ynaxovsud, npn remueparypi ne sume 25 °C,
Brcnonii Binrosijac sustoram NES I3 po peeerpaniiinoro noesinswennn NeUA/I370/01/01, 3mina Nel,
No2,Ne3, Nod aarina rewery staprysanst 10 PIT N UAIT00 /01 (naxay MO3 sia 28.05.2019

Nel186).

Hauanuuuk BIKS]
Jlosnoseno jqo peanizauii
«llivd o sacmijylo, Mo nasegena s indopyais ¢ g

10418 Muonaisna Yuro10se s

Lo cepiie npoaywti  Gyao  mupodieno

(BIJUOHAIOHMIT  TIAKYBAHNA T MapxyBabms) T4 nponuﬂcnoj { peIIANCHi  AinsIm Yy nowniil

o N
P "‘SI,QH,IJ“%’"“ =
/‘}lﬁﬂﬁllqmi"?@ll’l {oprafy

. . . ~ . £ 3 . - . ™
pyosymioctt 3 apsorasst - GMP,  seranonaensivm Mlcucmpt L Q TAROKE  BHOBIAHO 0 cnewgsdikangi,
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|
Bupobnis: AT ((f\’ll'l'lt.\ll:)ul]u%illl;)i]’l‘»‘ Thin (044) 490.75-22
Jlimnnnms Nel uexy 4 supoGuirsa 'z‘ncimux hops FoTOBIX NHKaphknX 3aco0in
Anpeea enpolinroi aianui: Yepaina, s Kiis, nyn. Cawcarancnioro, 139
AJpeca MiCls NPOBCICIN KOITPOINO AKOCTT Viepaina, 01032, . Kitn, sys. Caxcarancrkoro 139, Binain KOHTPOINO sSRoeT]
Hinensis va pupodimnmso: AE Ne295408

Coizonrrso npo arccraniino: M293 sia 30.03.2016 p.

Cepragizar pranosiznocri GMP MO0 1/2020/GMP
i

Cepmudikar sxocri Ne 42971

Hidyporeaznn
TalACTRIL, BRPUTI 1J1iBKOBOI0 060101010, 110 200 nMr
no 19 rabneroxy Gaicrepi, 1 Gaictep B nauui
Lrabueria mierirs miypokeasiay, y nepepaxysaimii ua 100 % pewosnny - 200 mr
PTI NeUA/1370/01/01, nic Ge3cTpoKOBO

Cepin 0029811 |
Kin-rn B cepii 19,773 wuc. yn i
Jlara supoGiinierea (7.11.2020 1
i
Hara supaui ceprinirary 15.02.2021 |
Ananiy pHKoHauo y sianosijnnoeti 3 MKS$ JI3 no pecm'pnuiiiumﬂ noesipuenng NeUAS1IT0/01/01, 3stina Ne1, No2,No3, Ned
anting rerery saprysanns 10 PITNUA/I7001/01 (sacas MO3 sin 28.05.2019
Ne1186). 3
No Hatiaic iy samist noxazniika Busort MICGTAHT Pesyorar ananizy
I Onne Tabnericn, BrpiTi 1AIBKOBOIO 6TONOHKOIO HKOBTOIO Bijtoninae
KOILOPY, OBWILHOT (JOPMIL, 3 ABOOIVKIOWN TTOBCPXIILIO, 3
pHekoIo 3 ojuiore Goxy TadacTiy ra nanucom «IKMIy 3
inntoro Goky. Ma po3ami BIIHO S/PO ACKPABO-KOBTOrO
KOJILOPY.
2| lachridikanis AL Yb-cnesmp Bironinac
B. THIX Bijoninae
3 OAnopizieTh 1030BAHHX O;IHHN L Hlpniimansie wicno .\15:1(: BHTPHMYBATH BUMOTH JldY, Bijnoninac
2.9.40 |
4 Posunnieuns, % Jikapewiasii sacid Mil(é BHTpUMYBATH Binvtorn JIDY, 2.9.3 Bimosinac
Tt ]]CI‘J[ZIMCEI'I'CHHIIUJ\EI)" C‘i}’liCH]‘ POIHHHEHTI
niyporcazny (Q) 70 %.
5 | Joatwsra A He Ginne 0,05 %. Binnonixac
(4-riapoxcubcrsrinpaznn), % i
6 | MixpoSicnoriuna unerora Kpsrrepii 11pui’|n>=‘n|m::'ri: 3arantic uueno acpobianx Binnouninac
MIKPOOpPranisain ('l‘/\MC)(,-‘ulﬂ Criikix (hopai f<1000 KVO/
MIKPOOpPramiszig) — I@UO K¥Owslr
Kpurepii n|mx‘iusrruncf'ri ¢ arannie YHeNO APINLROBIX | Bianosinae
nicenenix rpubin ('I'EYMC) —100KYOnl1r 1<50 KYO/
Bineyriicr, Eschcricl:lia calip ! r. Binnosinae
7| Kinskicue suszgaucnia, ar Baier ni(|}_vp<):~ccaiz;1,uy: B oanif rabnerid Mac Gy nia 190 195
Mrono 210 sr, B ncpe]:uxysmuni 118 CCPCIUNG Macy
TalieTKII.
8 | Mapkynanis 3ri; o MICS Binnosinae

P pzwcéw?—,w 0¢ W 7]




Ceprudixar sxocti Ne 42971

Hidypoxecazun
Ne Haitmenynatiss nokaziika Busorn MIGI/AH ] Pesyasrar aranizy
9 | Ynaorka 3rijuio MICA Binnoninac
Tepstin npngariocri: 3.00 p. Hpraarimii go: 10.2023
Yatonn s0epirans: B opurinanuniii ynaxovsud, npn remueparypi ne sume 25 °C,
Brcnonii Binrosijac sustoram NES I3 po peeerpaniiinoro noesinswennn NeUA/I370/01/01, 3mina Nel,
No2,Ne3, Nod aarina rewery staprysanst 10 PIT N UAIT00 /01 (naxay MO3 sia 28.05.2019

Nel186).

Hauanuuuk BIKS]
Jlosnoseno jqo peanizauii
«llivd o sacmijylo, Mo nasegena s indopyais ¢ g

10418 Muonaisna Yuro10se s

Lo cepiie npoaywti  Gyao  mupodieno

(BIJUOHAIOHMIT  TIAKYBAHNA T MapxyBabms) T4 nponuﬂcnoj { peIIANCHi  AinsIm Yy nowniil
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P "‘SI,QH,IJ“%’"“ =
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pyosymioctt 3 apsorasst - GMP,  seranonaensivm Mlcucmpt L Q TAROKE  BHOBIAHO 0 cnewgsdikangi,

WO MICTHTRCH Y pecerpaniiiiony  l0che Ta amaaisiy o Oyio  neperamuyro  Ta
BCTAHORACHO Big1oBigicT, GMDPy

YnosHosakeHa ocoba 3 sKkocTi




Bupo6uux: AT «Kuismennpenapar», T/¢. (044) 490-75-22
Hinsnuus Nel exy 3 BupoGHMiTRa TREPIIX HOPM NOTOBHX JHKAPCHKHX 3ac06iB
Anpeca Bupo6unyol AinsHuni: Yipaina, M. Kuis, syn. Caxcaratchioro, 139
Anpeca Micud IpOBEACHHS KOHTPOIO sAxocTi: Yipaina, 01032, M. Kuis, Byn. Cakcarascskoro 139, Binnis koHTpomo sxocTi
Jlinen3ia Ha sBupoGHHITBO: AE Ne295498
Ceinoureo npo arecrauizo: Ne293 siz 30.03.2016 p.
Ceprudixar sianosigocti GMP Ne001/2020/GMP

Ceprubikar axocti Ne 54183

Hijgypoxcasun
Taberry, BkpaTi WiiBkoBoo oboiotKoo, no 200 Mr
no 10 Tafneroxy Guicrepi, 1 GricTep B maumi
1 TaGnerxa MicTRTL Higypokcasmyuy, y Hepepaxysanni na 100 % pedosnmy - 200 Mr
PII NeUA/1370/01/01, nie GescTpoxono

Cepis 0033406
Kin-1s B cepii 16,248 THC. YR
Mara BupoGrmuTEa 09.02.2021
Jlara Bunaai ceprudixary 14.05.2021

Ananiz BUKOHAHO Y BIANOBIAHOCT] 3 MK JI3 no peectpauidimoro mocsimgentn NeUA/1370/01/01, amina Nel, No2,Ne3, Nad
amina rekcry MapiyBanug xo PII NeUA/1370/01/01 (maxas MO3 Bix 28.05.2019

Ne1186).
Ne HaliMeHyBaHHRA IOKA3HAKA Bumorn MKS/AHJT Peayasrar ananisy
1 | Omac TaGeTkn, BKPHTI NLNBKOBOIO 0GONOHKOIO MOBTOTO Bimnosinae
KONBOPY, OBANBHOI (JOPMH, 3 NBOOIYKNIOO NOBEPXHEIO, 3 v
PHCKOIO 3 oZOro 60Ky TaGleTku Ta Hamcom «KMIDy» 3
immoro Goky. Ha poznami BHIHO SIIpO SCKPaBO-XOBTOI0
KOJIBOPY.
2 | Inenrndixauis A. V®-cnexTp Biymosiznae
B. TIIX Bianosinac
3 | OmmopimuicTs 1030B2HKX OIMHHLE TIpwimams:se macio Mac BUTpAMYBaTH BrNord IOV, Bizmosinac
2940
4 | Posmnenns, % Jlixapckxmi 3aci6 Mac BHTpUMYBaTH BMora [IOY, 2.9.3 Biamoziznac
NpH PErNAMCHTOBSHOMY CTYRCHI POMHHEHHS
niypoxcazuay (Q) 70 %.
5 | Nomiona A He 6imsaie 0,05 %. Binnosinae
(4-rinpoxcubeHariapaina), %
6 | MixpoSionoriusa wcrora Kpurepii npuifatHOCTI: 3arainsne UHCHO aepoGHMX Binnosizae
Mikpoopramiamie (TAMC)(nus crilioax dopm /<1000 KYVO/
MikpoopramiaMis) — 1000 KYO B 1 T.
Kparepii npaitisTaocTi: 3aranbHe YHCHO APDKIDKOBHX i . Bimmorinae
nniceresnx rpu6bie (TYMC) - 100 KYO=B 1 1. /<50 KYO/
Bincyrsicts Escherichiacolis 1 1. . Binnoriznae
7 | KimnkicHe BH3HAUCHHY, MT Buicr nidypoxcamny B ommiit TaGretni Mac Gyra sin 190 195
Mr Ao 210 ur, B NepepaxyBaHHi HA CCPEAHIO Macy
Tabnerky.
8 | Mapkysanns 3rizmo MKS Binnogizae




Cepradixkar saxocti Ne 54183

Hidypoxcazun
Ne HalimeHyRauHa mokasnuka Bumorn MISVAH]T Peaynwrar anamisy
9 | Ynaxoeka Sriaso MK Binnosinae
Tepmis npunatsocTi: 3.00 p. Tpunaruui no: 01.2024
‘VmoBy 3bepiranns: B oparimam.uilt ynaxosiui, npu remMneparypi e Bume 25 °C. )
BucroBku: Binnosizae uvoram MKSE JI3 xo peecTpaniiimoro roceimaerna NelUA/1370/01/01, amina Nol,
Na2,Ne3, Nad aminia Texcery mapxypanns no PT1 NUA/1370/01/01 (maxas MO3 pix 28.05.2019
N21186).
Hagamemix BKA @ y : Omiga MuxonaisHa Yuwonosens
Joseoneno mo peanisauii

«laM s 3acRifMylo, MO HaBelieHa Bume iHGopmamia € Iho cepito mpomyxuii Gyno BupobaeHo
(BKIOYAONE [aKyBaHHA TA MapKyBaHHA) Ta A BHme3azHaueHill MUMHMUI Yy NORHil
BimnosigtoctTi 3 BuMoramn GMP, BcTaHORfeHHME MicucBM= pd apeMp/)a Tawox BignOBiRHO Ao creuMdixauii,
WO  MiCTATBCR Y peecTpauilinoMy nocke. Ilporomfl \XHpaNieurne akysaRiy/ Ta ampanisie  Gynio neperaMyTe Ta
BCTAHOBJEHO BixmoB HICTE GMP»
VioeHoBaxeHa 0co6a 3 SKOCTi
















Bupoﬁuuu AT al{mnmenrlpenapm» T/ (044) 490-75-22
o Hisunua Nél uexy 4 pupoSrnursa TBEPAKK JOPM FOTOBUX NIKBPCEKHX 3acobis -
Anpeca supobun4o] Ainsimui: Ykpalug, u, Kuip, aya. Cakcamncumm 139 :
Anpeca mcw: nponenelms KOHTROMO moocn Vlcpama, 01032 M Knin, Byn. Caxcarmicl.mm |39 Bm.mn mn’rpomo AKOCTI
. Miuemia wa uupoﬁnmmao AE Ni295498 |
. Cnmoum [po ms:’rawlo NeSO7 sin 16,02, 2022 p
~ Ceprudpixar vignobimviocti GMP 1001/2020/GMP

Ceprudixar gkocti Ne 94269
Higypoxcaszug
-’niﬁnému, BRPHTI NAiBKOBOIO 050IOHI0I0, 110 200 :m'r_ _
T nio 10 vabaeroky Gaicrepi, I Grictep B nawni - '
1 'raﬁnc'nca MICTHTL mQ)ypouccaauny, ypepcpaxynaum HA 100 Y pe-mnuuy 200 mr

Cepin ™ = . 0057936
= T 20,957 mie,
02.05.2022
17052022 °. -
MIESE I3 no p.etc'rpmu uore lim‘lﬂllﬂl MUA.-'I:S'!MO]!OI IMina, .N'!l  Na2 M3, .NN.

. NeS, smina. TeNcry nl&puynagma e P N:UMIS?WI}H{II (mma:: MO3 sin 28. 0%.2019
mnsﬁ)

' Kin-t » cepii
Hara nupoﬁlmm'aa
i

Larasnpmi cepr_nduxmy

Ananis BUKOHIHO Y RIANUBIMIOCTI 5 -

Mo ' "Haﬁmenynaiiﬂ-noxmuum ) Bumory MICA/AHL Pesymurar ananisy

1 Omie TabneriH, BrpHTI MiBKOBOIO 0GonoLKoI0 WOBTOND
KOALOPY, -08aALHOT JHOPMH, 3 ABODMYKROIO AOBEPXHEID, 3
pHEKoiO 3 onHoro Goky TaGneTky Ta Hamidcom «KMTT» 2
iHwaro Goky. Ha posnami siase aapo HCKPABOmKOBTONG
KDABOPY. ' '

Binnouainge

laenradpicauis

A, Yd.cnexrp

. Bi.a:ﬁbnmac

B. TILX

. Binnoniaae

OnuopinricTs A0308aHHX OOHiImUL

. Npuiivannue yucno mac awrpmyua'm BHMOPH ,ﬂfby

2.9.40

Bianovinae

Pozunnewnin, % |

| Nixapeswnit 3aci6 mae BHTPHMYDITH BHMOTH }ld:y 2 9. 3
. | P persismenTosaroMy cryneni posuHteHHA
uidhypoxcasmay (Q) 70 %.

Binnosinae

Hominuxa A
{4-vinpokcubensrinpang), %

He Ginntoe 0,05%.

Bianosisae

MixpoGionoriviia uncrora

Kpurepit npatinathocTi: 3aransHe YHeno aepoGumx
mikpoopranismin (TAMCYaan criticnx pops
mixpooprauimin)— 1000 KYOsB I r

= KOKTDOMOETLCA konetp {0-Ta cepia, ane He MenLe
OnMi€E cepii b pik

Bianoeinge

. [Kpwrepii npuitisiocti: 3aranbHe HCAO ApimKOBIX |
" nmcenesnx rpuGis (TYMC) - 100 KYO # | £,

~ KOHTPOMOETLEN KowHa [0-Ta cepm, ane ne MeHLEe
oAHiE] cepil  pik

Binaosiase

Blncymlcn. Escherichiacolin b r.
~ KOKTPOMOCTRCA KowEa 10-Ta cepin, ane He Merie
ofHiel cepii B pik

‘Biznosizae

Kiankicnie susuineisg, mr

Bmict nidypoxcasuny B oauik Tabnétui Mac 6y'm Bin 190
wr 20 210-Mr, 8 Nepepaxysauni He cepenwio Macy

TabneTKH.

Mapxysauna

3riapne MK




. Cepraoikar AxocTi Ne 954269' o

... Hidypokcasun -

26 | . Hadvenysains nokmmen . |BumoraMKs/AMA - L Pesynrar auaniyy,
9 Ynaomka . [3riano MK ‘N - Tao : -~ ['  Bignosimae “**
Tepmis npupatuocri; 3.00 p, _ ] Mpraarimi po: 642025

Ymonnsbepivanna; - - B opuriusanniii YNAKoBIE, HPN TEMNCRATY P e BHnee 25 °C. _

Bucwoskn: Binnosinae nuazoram MK A3 o peecrpatitinore noceizenny NeUA/I3T0/01/01, mina Ml
N2, Ne3, Ned, MeS, satina mexery mapxysauns a0 PR NeUA/I370/0H01 (naxas MO3 sia 28.05.2019
e1186). '

Havanesux BKA

Hoszoneno, ao peaniaau‘ﬁ_' : -
«llum 8 sacsimtyio, wo wanenewn ouwe -ifiST f
(I.BKJIFO“I.&I_OHH ) naxyuaunn_ Ta yapxysanm.). { ) n‘eznmcvﬂnrpol .
Bianoeignoct] 3 -pemoraMy GMP, BeTandanes T \ MicOwiABEreRer YIATO I
U MicTAThGA - - pceérpat_ti'ﬁnbny ROCKE, \ ek -._-:_‘-_“.\‘ FAlARG

RCTANOBACHO Bignosignictn GMP» . _ ',%
YnoproBsaxeHa.ocoba 3AKOCT: | . . x

AKOCTI  HA  BHOEICHAYeWH | jiawnupi ¥ nosniit
M ODTOHOM, A TAXOX RIANOBIAMC N0 cnienHipikaniii,

4“\-._




AxuioHepHe ToBapucTeo "Kuismeanpenapar”

Honarox 1 no Ceptudikary skocTi
Ceprudixar anamizy Ne 129759

Hidypoxcasun

TabJeTKH, BKPUTI IL1IBKOBOIO 000JIOHKOI0, 110 200 Mr
no 10 taGneroky Gaicrepi, 1 6icTep B nauni

1 rabaerxa micTuTh Hidypoxcasuay, y nepepaxysansi na 100 % pedosuny - 200 mr

Cepis

Kis-1b B cepii
Jlara BupoGHHLITBA
Jlara Buaadi

AHani3 BUKOHAHO Y BiZNOBIIHOCTI 3

0074174
21,566 THe. yn

10.05.2023

07.67.2023

MKS1JI3 no peecrpauiiinoro nocsinuenus NeUA/1370/01/01, 3mina Nel, No2,Ne3, Ned,
NeS, Ne6, smina Texery mapkysanns go PII NeUA/1370/01/01 (naxas MO3 Bin
28.05.2019 Ne1186).

Ne 1 HafimeHyBaHHS TTOKa3HUKa

Bumorn MKSI/AHJL Pesynvrar ananisy Bucrosox

1 Onue

TabneTku, BXpHTI IU1IBKOBOIO 0G0JOHKOIO Bianosizae Binnosinae
YKOBTOTO KOJIBOPY, OBaNbHOI hopmu, 3
Z(BOOITY KJIOIO TIOBEPXHEI0, 3 PUCKOIO 3
oiHoro 60Ky TabaeTKH Ta HAIIHCOM
«KMII» 3 inmoro 6oky. Ha posnami
BUJHO SAPO SICKPABO-XKOBTOTO KOJIHOPY.

2 | Inenrudixauis A. YO-criexrp Bignoeigae Bianosinae
B. TIIX Bignosinae Bignosinae

3 | OnHopiasicTh A030BaHKNX ONMHHUILE IpuiiManbHe YUCTHO Mae BUTPUMYBATH Bianosinae Bianosinae
BumMoru J1®Y, 2.9.40 /AV=3 8/

4 | Posunnenns, % Jlixapebkuii 3aci6 Mae BuTpUMyBaTH Biarnosigae Bizmosinae
sumoru JI®Y, 2.9.3 npu 197-99%/

PETAaMEHTOBAHOMY CTYMEHi PO3UHHEHHS
Hidypokcazuny (Q) 70 %.

5 | Jomimxa A He Ginsue 0,05 %. Binnosigae Bianosinae
(4-rinpokcubensrigpasin), %
6 | MixpoGionoriuna uncrora Kpurepii npuiinstHocti: 3aranbHe Yncio Bianosigae Bianosinae

aepoGuux Mikpoopranizmis (TAMC)(an
crifiknx dopm Mikpooprauizmis) — 1000
KYOsBIT.

* - KOHTPOJIOETHCS KoxHa 10-Ta cepis, ane
HE MeHe OAHiel cepii B pix

Kpurepii npuituaruocti: 3aransue umciio Binnosinae Binnosinae
JPDKMKOBHX 1 ricenesux rpubis (TYMC)
-100KYOsB !l

* - KOHTPOJIFIOETHCS KokHa 10-Ta cepis, ane
He MeHIle ofHiel cepii B pik

Bincyrthicts Escherichia colis I r. " 'Binnosinae Bianosinae
* - KOHTPOMMOETLCs KokHa 10-Ta cepis, ane

He MeHIue oftHiel cepii B pik

7 | KinbkicHe BU3HAYEHHS, MT

Buicr Hidypokcaznny B oamiit Tabnerui 197 Bingnoginae
mae 6ytu Bit 190 mr 10 210 Mr, B
riepepaxyBaHHI Ha CEPEeaHIO Macy
TabneTky.

8 | Mapkysanns

3rigo MKS Binnosinae Binrosigae

1-2




AxuioHepHe ToBapuctso "Kvuismeanpenapat"
Honatox 1 no Ceprudikary skocTi

Ceprudikat anamnizy Ne 129759

Hidypoxcazua
Ne | HaiiMeHyBaHHS NOKa3HUKa Bumorun MKSI/AHI Pesyavrar aHanizy Buchosok
9 | Ynaxoska 3rinHo MKS1 Bixnosinae Bianosinae
Tepmin npuaarsocri: 3.00 pokis Tpunaruuii no: 30.04.2026
YmoBM 30epiraHHs; B opurinanbuiii ynakosui, npn remneparypi te sume 25 °C.
BucHopku: Bianosinae sumoram MK51 JI3 a0 peecrpauniiinoro nocsinuenust NeUA/1370/01/01, 3mina Nel,
No2,Ne3, Ned, NeS, Ne6, 3mina TekcTy MapKyBanusi 10 PHAQ&IA{L}JQ{OI/OI (naxa3 MO3 sia
28.05.2019 Ne1186).
Hauansuux BKSI




Axuionepue Tosapuerso "K HiBMeanpenapar”

Ceprudikar sxocrti No 13011]

Hidypoxcaszun

Cepist

0074174

Cuna 1ii/ axrusnicrs, JHKapehka
hopma ta po3Mip

TabNeTkH, BKPHTI MIIBKOBOIO obosioHKo10, 110 200 Mr

no 10 taGneroky Gnicrepi, | Onicrep B mani

I Tabnerxa MictiTs Hidypoxcasnay, y nepepaxysanui Ha 100 % peqosuny -
200 mr

Hasma ra rencdon BHpoGHIKa

AT «Kuismeupenapar, T/ (044) 490-75-22

Hassa kpainn/ kpain NPH3HAYCHHS
L1t cepit

Ykpaina

Pecerpaniiine nocsiguenms, TEPMiH

NeUA/1370/01/01, nic descTpoKkono

i

Posmip cepii 21,566 Tuc. yn
Hara BipoGuuirea 10.05.2023
Tepmin npuparrocti 3.00 p.

Hpunarauit o

04.2026

YmoBH 36epiranns

B opurinanuuiit ynaxonu, 1P Temitepatypi ne sunge 25 °C.

Bupobmmua ginnunus

Hiawtnus Nel nexy 3 supo6unirsa TREPIIX (POPM TOTOBHX NTiKAPCHKHX
3acobin, Jinsuus Ne2 UCXy 3 BUPOOHHUTBA TBEPIHUX (POPM FOTOBIX
JIKapChbKHX 3acob6in

Aspeca BHPOOHHYOT A1 b

Yipaina, m. Kuis, By Caxcarancukoro, 139

Adlpeca Ta Miclie nposcacHis
KOHTPOIO SKOCTi

Yiepaina, 01032, . Kuis, Byit. Cakcaranchkoro 139, Bigain KOHTPOIIO SIKOCT

Jlineusis na supoGunureo

AL Ne295498

Ceinourso npo arecraniio

Ne507 win 16.02.2022 p.

Ceprudixar sinnosiznocti GMP

Ceprudrixar ianosignocri GMP Ne030/2023/GMP

Ipoxonrpossonano sixnosiane 0
BHMOT

MKA N3 no peecrpauiiivoro noceigyeHHs NeUA/1370/01/01, smina Ne1,
Ne2,Ne3, Ne4, Ne5, No6, amina TEKCTY MapkysanHs go PIT NeUA/1370/01/01
(Hakas MO3 sig 28.05.2019 Ne1186). (PesyneraTu aHaniay HasezeHi B
Hoparky 1)

Hossoneno no peanisanii

«llunt 5 3acsinuyio. mo nasesena mime inopaanis ¢ HAOCTOBIPHOIO Ta TOuHOIO. Lo cepiio npoykuii 6yn10 Bipodacio

(BKINOYARONI ARy BAHKS Ta MAPKYBAHHA) T2 NPOBEACHO KONTPOAL i1 AKOCTI Ha BHILE3A3HAMCH il AUTBHUUL Y THOBHIT

BLINOBLAHOCTI 3 BinMoras GMP, BCTAHOBACHHMH MICUCBHM PCry:AsSTOPHHM OPYAHOM, & TAKOK BLINORIAND 10

erewtdikaniii, mo Micrarhes y pecerpaiiiiyony gocne. Nporoxosn BUPOSHMUTEA, HaKYRAHIS Ta anaimisis Gyito

TICPERIIYTO T BCTANOBACHO BLNOBLMICTE GM Py

Yrumuonamcna ocoba 3 AKOCTI

L
v
A r

AN .
el Mapis TOJION A

07.07.2023




AKitioHeptie Topapy

crao "Kuinmeanpenapar”

Ceprudixar sikocti No 132516

Hidypoxcazn

Cepis

0079566

Cuna nil/ akTHBHICTE, NiKkapchka
hopMa Ta po3mip

TabNeTKH, BKPUTI TLHBKOBOIO 000J0HKOI0, 110 200 Mr

1o 10 tabneroxy 6aicrepi, | Gicrep B nauui

I rabnerka MicTHTEL Hibypoxeasuay, y nepepaxysamii na 100 % pewosuny -
200 mr

Hassa Ta venedon Bupobunka

AT «Kuismeanpenapar, /¢, (044) 490-75-22

Ha3sga kpainu/ kpain npusnauenns
JU1s cepil

Yipaina

Pecerpaniiine nocsianenns, tepmin
Jui

NeUAZ1370/01/01, ntie Bescrpokono

Posmip cepit

21,090 the.yn

Harta BupoSuuirsa

30.05.2023

Tepmin npuaaTHocT

3.00 p.

Hpunaruuii no

04.2026

7 .
Yumonu 30CPIrants

5 S

B opurinaabuii ynakosi, npi remieparypi He Brie 2

Bupobduuua aisuumis

Hispinus Nol nexy 3 supoGuiniimsa TRepanx Gopar roToRIX JKAPChKHX
sacobis, JQinsuuns Ne2 exy 3 BUpoGHHLTBA TBEPAHX POPM TOTOBUX
JHKAPCBLKUX 3ac00in

Anpeca BupoOHUYOT ALHULI

VYipaina, M. Kuis, syn. Cakcarancnbkoro, 139

Adpeca Ta Micile NpoBeAcHHS
KOHTPOIIO SKOCTI

Yipaina. 01032, . Kuin, syn. Cakcaraneskoro 139, Bizain kourpoiio skoct

Jhuemsis wa supotuuIrBo

AL Ne205498

CBLIOITRO PO arecrauio

507 811 16.02.2022 p.

Ceprugikar sianosianocti GMP

Ceprudirar sianosiznocti GMP Ne030/2023/GMP

HpoKoHTPOILOBAHO BIANOBIAHO 10

BHMOT

MK JI3 1o peccerpauiiinoro nocsiguenns NeUA/370/01/01, amina Nl .
No2 No3, Ned, Ne5, Ne6, smina texery maprypanus 1o PIT NelUA/1370/01/01
(wakas MO3 812 28.05.2019 Nel186). (Peayanrary ananisy nanciacui g
Hogarky 1)

Hozsoiteno a0 peanizauii

«lus % sacsiquyio. mo  masefena  muuje  indopaanii ¢ Jocrosipnoo ta Tounowo. Lo cepito mpoaykuii Hyao  mupoGiacno
(BRIOUAIOWI  NAKYBAHIS Ta  MApPKYBaHH$) |ra NPOBEACHO KOWTPOIL 11 SKOCTI Ha  BHUICIAZHAYEHi  jinprng Yy noBHil BianoBiIH0CT
3 BHUMOTAMH GMP, seranowictiMil MICUCBHM  PCTYJIATOPHIN  OPFaloM, 4 Takoi BIANOBIAHO 10 crienniraitiii. mWo  aicTHThes v

pecerpaniiinony  aocke.  Tlportokamn  Bup

Yioshosakena ocoba 3 skocTi

SOHHITBA,

nakysads  tg anamizis Gyao BLUTORIAMICTS

Ta

BCTAHOBICHO

NCPCragnyTo

03.08.2023




Cepia

Kin-ts B cepif
Jara supoGuunTaa
Jlara Bunayi

AHajli3 BUKOHaHO Yy BIAINOBifHOCT 3

) ARTE-

AxuioHepHe TosapucTso "Kvismeanpenapar”

TabaeTKu, BKPUTI MIiBKOBOIO 0600HKOI0, 10 200 Mr
no 10 raGueroxy Gaicrepi, 1 Gricrep B nauni

Honarok 1 o Ceprudikary sxocrti

Ceprudixar ananisy Ne 131749

Higypoxcaszun

1 Taﬁnenca MlCTHTb Hidypoxcasuny, y nepepaxyBanni na 100 % peuosuny - 200 mr

0079566
21,091 Tue. yn
30.05.2023
03.08.2023
MKS51 JI3 no peecrpauniiinoro nocBiguen s NeUA/1370/01/01, 3mina Nel, Ne2,Ne3, Ned,

NS, Ne6, smina Texery maprysanus a0 PII NeUA/1370/01/01 (naxas MO3 sia

28.05.2019 Ne1186).
Ne | HaliMenysanns noxasHmnka Bumoru MKSI/AH]] Pesynsrar aHanizy Buchoox
1 | Onuc “Tabrerxu, BKPHUTi IUTIBKOBOIO 0GOJIOHKOKO Bigmosinae Bianosinae
JOBTOTO KOJILOPY, OBaJbHOI hopMHy, 3
[BOONYKJIOIO MIOBEPXHEIO, 3 PUCKOIO 3
OAHOTo GOKy TaGieTKU Ta HAIUCOM
«KMID» 3 inmoro Goky. Ha posnami
BHJHO SIPO ACKPABO-)KOBTOTO KOJILODY.
2 | Inenrudirauis (A, YO-cniexkrp Bignosinae Binnosinae
B. THIX Binnosinae Bianosinae
3 | OnuopimsicTs AO30BAHMX OMMITHIIE wius. | TIpHIMalIbHE WHCIO MA€ BUTPUMYBATH Bianosinae Bimosinae
sumory 10V, 2.9.40 [AV=2,6/
4 | Posuunenns, % Jlixapcrkuit 3aci6 Mae BUTpuMyBaTu Bignosinae Binnosinae
Bumoru IOV, 2.9.3 npu /97-100%/
PErJIaMEHTOBAHOMY CTYHEHI PO3UMHEHHS
Hidypoxcasuny (Q) 70 %.
5 | Jomimxa A He 6insme 0,05 %. Binnosigae Bimnosinae
(4-rizpoxcubensriapasun), %- '
6 | Mixpo6Gionoriuna yucrora Kpurtepil npuitnarnocri: 3aransHe uncio Binnosinae Bigmosinae
aepoGHIX MiKpoOprauizMis (TAMC)(pna
crifixux dopm Mikpoopranismis) — 1000
KYORIT.
* - KOHTpOMOETECA KoxkHa 10-Ta cepis, ane
HE MEHIIE OfHi€l cepil B pik
Kpurepii npuitnataocri: 3arajisHe yucno Bianosigae Binnosigae
- ApixpKoBUX i rticenesux rpuGis (TYMC)
~100KYOsB1T.
* - KOHTpONIOEThCA KOXKHa 10-Ta cepis, ane
HE MEHIIE OfHiel cepil B pix
-Bincyrnicts Escherichiacolis 1 T. Bipnmnosinae - Binnosigae
* - KOHTPOMOEThCS KOXHa 10-Ta cepis, ane ﬁ; "’\n 0)
He MeHIIe ofHiel cepii B pik A o 1.4 %)
7 | KinskicHe BU3HAYEHHS, MT Buicr Hidypokcasuay B onuiif tabnerni . JOKY ME Hb}}l‘n(}x})@l
mae 6yt Bif 190 Mr 1o 210 mr, B i "Ea HM" 2,
TiEpepaxyBaHHi Ha CePEHIO Macy q\ ;‘
TaGAeTKHU. A N
8 | MapkyBanus 3rigHo MK BiMM[ R \Bﬁﬁ@%ae

%!\‘A «,/ 1.2




AxujioHepHe ToBapvcTBo "Kuismegnpenapar”

Homarox 1 no Ceprudikary sixocri
Ceprudikar ananizy Ne 131749

Hidypoxcasun
Ne | HafiMeHyBauHsa noxasHuka Bumoru MKSI/AH/T Pesynrrar ananisy Bucrosox
9 | Ynakoska 3rigao MK - Bigmozigae Bianosizae
Tepmin npupatsocri: 3.00 pokis Tpuparuuii no: 30.04.2026
YmoBu 36epirauus; B opurinaneuiii ynaxosui, npu remneparypi ue sue 25 °C.
BucHosxu: Bianosinae sumoram MKSI JI3 a0 peecrpaniitnoro nocsiguenns NeUA/13706/01/01, 3mina Nel,

Ne2,Ne3, Nod, Ne5, Ne6, 3mina Texcry Mapxyaulmﬂ no PI NQUA/1370/01/01 (naka3 MO3 sin -
28.05.2019 Ne1186). S,

Havansnuk BKSI
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