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Homep cepii:

KinbKicts npoaykuil:

Rara BupobHuyTsa:

Axania BUKOHaHWi no:

|

. Ten. {044) 496-87-87, TenJpaxe (044) 239-19-38, Ten /axc (044)49689-42, Ten; {044) 485-26-57 {uinonoboro)

Ceprudikar akocri Ne 040000106449

AHtpanb®, Tabnerku, BKputi o6onoHKoio, no 0,2 r, no 10 rabnerok y 6nicrepi, no 3

6nicrepu y nayyi
1TABNETKA MICTUTb AHTPASIIO Y MEPEPAXYBAHHI HA CYXY PEUOBIHY 200 MF (0,2 1)

110223 Kpaina otpumysay: Yepaina
26.797 Tuc.yrak. Ne Peectp. noceiguenta: UA/6893/01/02
02.2023 Tepwmin gif peectp. nocsiguenns:  HeobmexeHni

MKA N3 no PN NeUA/6893/01/02, 3minu sig 27.08.2021 p.

Haﬁmeuyaauﬂﬁ NOKa3HUKIB Bumoru AHA(cneyudikauii) Pesynbraru Bunpobysanb

Onuc

Inentiidikayis

aHTpanb

anomiHin

CepepnHa Maca

PoszuntenHs Kinbkictb aHTpamo, 10 nepeiiting y posumnH yepes
60 xs, mae 6yTu He meHwe 70 % (Q) s‘ip‘
3a3HaveHoro B posgini "Cknag”

OpHopigHicTe O30BaHUX Mae sutpumyBatit BUMOri
ORUHNLD

Cynposigri gomiwky

Tabnetku Kpyrnol ¢opmMu 3 RBOONYKNGIO
nosepxne;o(sxpmi nABKOBOIO 0OONOHKOIO

TeMHO-UEPBOHOrO KONbopy - Bignosigae

YnbTpadioneroBull criekrp nornyuHaKHa posyunHy,
NPUroTOBaHOIo U1 KINbKICHOTO BUSHAUYeHHs, B

obnacti sig 250 1M go 400 HM nosuHeH mati

MaKCUMyMU 33 JOBKUH XBUNb! ; ) Binrosigae
28512 um 287 um
334+ 2 um , 335 um

Ha xpomatorpami sunpobosysaHoro posumnHy,
OAepXaHiv Npyu Bu3HadeHH! CyNpoBIgHAX BOMILLIOK,
Mae BUABAATUCA OCHOBHA MNAMa 23 KONbOPOM Ta
posmipom BignosigHa nnsami Ha xpomarorpami

' PO3UUHY NOPIBHAHHA (a) k Bignosinae
XapakrepHa peakuyis Bignosigae
Bin 0,449 r 10 0,497 r (0,473 £ 5 %)

Dopnatkosa nnama - He Ginbiue 0,8 %,0ygb-aka

nnama - He Ginbwe 0,2 % Bignosinae
Mikpobionoriuxa yucrora
AepobHuX MiKpoopraHismis Kputepii npuidardocti: 1000 KYO/r
(TAMC) * §
LpbkmpkoBnx Ta NAICHABWX Kpurepiia npuisHaTHocri: 100 KYO/r
rpubis (TYMC) * *
- Cepmucpixam nidnucaHo enekmpoHHUM NiBnucoMm 1D 040000106449

Crop.1 32
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OAPMAK

 Escherichia

KinpkicHe BU3HAYEHHA

Ten, (044) 496-87-87, Ten.Jdarc (044) 239-19-38, Ten/bakc (044)49689-42, Ten. {044) 485-26-57 (uinopoboso)

coli* BicytHicTo B 11 *

Bin 0,190 r go 0,210 r 8 ogHift Tabnerui

aHTpanb 0,201 r/1ab
¥nakoska Mae Bignosigarm BUMOTaMm Bignosigae
MapxysaHHA Mae signosigatv sumoram Binnosigae
Tepmin npupatHocri: 3 poxu [0 02.2026

YmoBsu séepiraﬁaﬂ: 36epiraty 8 OpuriHanobHiit ynakosui npu Temnepatypi He suilie 25 o

Komenrapi:

*Ha nipcrasin

epioguuHoro Kortponw. lNpore mu nigreepzxyemo sigrosigHicts garol cepil sumoram HY

3asaBa npo cep1

Lum s 3aceig
yrakoBKy/mMap
BCTAHOBNEHUX
LOChE/TOProB

rudikauiio:

yyio, WO BULEBKaszaHa iHbopmauis € goctosipHow | Tourow. Lo cepilo npoayxuil 6yno Bupobnexo {Brmovaloui
KYBaHHA) Ta NpOBEHeHui KOHTPOoNb 1 SKOCTI Ha HWKYeBKaszaHil ginbHuui B noBHin signosigHocti po sumor GMP,
MICUEBUM PEryNATOPHKM OpraHoM, a TakoX y BignoeigHocti i3 cneyudikauiamu, AKI 3HaXoaaTbCA Y peecTpauiitiomy
of nigensii. NMpoTokonu BUPOGHUUTRA, NaKyBaHHA Ta aHanisis 6ynu nepesipeH] Ta scTaHoBneka BignosigHicts GMP,

Aossonexo go

YrioBHOBaxeHa ocoba — [posigrui inkexnep BCraBll

peanizauii / fo BiABaHTaXKeHHA

Kpasuerko C.M. 27.02.2023

Bupo6uuua ginbruus:

YKPATHA, 040
Ceprudikar Gl
28.10.2021

Koutpons aKoc

YKPATHA, 040¢

30 m. Kuis-80, syn. Kupuniscbka, 74; Jliuensia Ha supobuunurso AE Ne 637430 sig 07.04.2015;
VIP Ne045/2022/GMP sig 25.08.2022; GMP/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-1 0/21-03/13 Big

Ti Ta BMAaya fossony Ha peanizauyiio: .
30 m. Kuis-80, Byn. Kupuniscoka, 74; Caigourso npo arecrauiio N 390 sig 22.01.2019

Cepmudpikam

NIONUCAHO enexmpoHHUM nioNUCcoM 1D 040000106449

Crop.2 32
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Ten. (044) 496-B7-87, Ten./paxc (044) 238-19-38, Ten.fpaxc (044)49689-42, Ten. (044) 465-26-57 {inonoSoso}

Ceptudikar akocri Ne 040000091162

e

Autpanb®, Tabnetku, Bkputi o6onoHko, no 0,2 r, no 10 TabneTok y 6nicrepi, no 3
6nicrepn y nauyi
1TABNIETKA MICTUTD AHTPANIO ¥ MEPEPAXYBAHHI HA CYXY PEYOBMHY 200 MF (0,2 )

Homep cepii: 120321 KpaiHa oTpumysay; Ykpaina

KinbkicTe npoaysuii: 25.919 Tuc.ynak. N2 PeecTp. nocsiguerHn: UA/6893/01/02

[ata BupobHMLTEE: 03.2021 Tepmin Aif peecTp. noceigueHHs: HecOMeXeRui

Ananis BuKoHatui no: MKA J13 go PN NeUA/6893/01/02, 3miku Big 07.10.2020 p.

HalimeHyBaHHA nokasHUKIB Bumory AHO{cneuyndixauii) Pesynbraty Bunpo6bysans
Onnc Tabnetky kpyrnoi dopmn 3 gBoonykoKw

nosepxHew, sKkpuTl NAiBKoBOW oGonoHKow
TEMHO-UYEPBOHOTO KONbopy Bianosigae
lnenTudikauin
aHTpanb £ YnsTpadioneTosnii cnekTp NOrUHaHHS Po3unHy,
NPUroToBasore ANA KinbKicHOro BU3HAaYeHHsA, B

cbnacri Big 250 #m go 400 HM AOBUHEH MaTH

MAKCUMYMU 33 LOBXKUH XBUSb: Binnoeigae
285 % 2 Hm 287 1m
334 + 2 Hm 335 1m

Ha xpomaTtorpami sunpoSosysaHoro po3yMHY,
OfEPXKaHill npW BM3HAuYEHHI cynporigHMX AOMILLIOK,
Ma€ BUABMIATACA OCHOBHA MN1AMa 33 KONbOPCM Ta

po3mipomM eignosigHa naami Ha XpomaTtorpami

PO3YUHY NOPiBHAHHA (2) Bianoeigae
aniomiHin XapaKTepHa peakuia Bianosigae
CepefiHa mMaca Bin 0,449 r 0o 0,497 r (0,473 5 %) 0,468 r
PazyuneHHs KinekicTe anTpanio, 1wo nepeiiwina y posumu Jepes

60 xs, mae 6yTu He merwe 70 % (Q) sin

3a3HaveHoro B po3gini "Cknap” Binnoeinae
Aepocun He Gincwe 5 % 1%
OnHopi'gHECTb N0308aHNX Mae sutpumysaTtv BuMori
oAuHYLE
CynposigHi gomiku Aopatkoea nnsma ~ He Ginbuwe 0,8 %,6ynb-aka

finama - He Binblue 0,2 %

Mixpobicnoriuna uuctara

3aranbHe 4NCNo aepobHux Kpwntepiit npwitnatHocTi: 1000 KYO/r \ Inemudbicainmmi

Koy 0481198
mikpoopraxismis (TAMC) *

3aranbHe YMCNO APIKOMOBUX Ta Kputepii npuuHathocTi: 100 KYO/r

?@Y aH. (/3444 z@% W 03 doM
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DAPMAK NI

Ten. (044) 486-87-87, Ten fdaxc (044) 238-19-38, Ten./barc (044)40668.42, Tan, {044) 485-26-87 (yinonoSoss)

nnicHAsyx rpubis (TYMC) * "
Escherichia coli * BigcyThHictb B 1 1 *

KinbkicHe BuaHaveHun

aHTpanb Bia 0,190 r no 0,210 r e oaHiit TaBneTui 0,205 r/ra6
¥nakoska Mae Bipnosigaty BuMoram Bignosigae
MapkyBaHHA Mae signosipaTtu Brmoram Binnoaigas
Tepmin npugardocri: 3 pokun Ilo 03.2024

Ymoew 36epiranun:  3gepiratin B opuriHanbHil ynakosui npu Temrepatypi He Brile 25 °C.

KomenTapi:

"Ha nigcrasl nepioguyHoro koHTponio. fNpote mu niaTeepmkyemo BianoBigHicTs naHol cepii smmoram HJ
3anpa npo ceprudikauiio:

Unm A 3aceipuylo, wWo BuUllesKazaHa iHopMauia € ACCTOBIPHOIO | TOUHOW. Lio ceplic npoaykuli yno supobneno (skniouaioun
YNakosKy/MapkysaHHA) Ta NPOBEAGKMIA KOHTPCN 1T AKOCTI HA HUMYeRKa3aHil AinbHuu 8 nosHiit signoslgHoctl go Bumor GMP,
BCTAKOBNEHWX MICLEBAM PErYNATOPHMM OPraHOM, a TakoxX y sianosigHocrTi ia cneumdsixauismm AKl-3HaX0NATLCA Y peecTpaljiiiHomy
AOCbE/TOProBol NiyeHsii. MPoTokoNn BpobHILTEa, NaKyBaHHA Ta aHarisie Byaun nepea%’rg’éﬁﬁl-ioéﬁ? 8, Bianosigdicte GMP,

)

A'_\rb 4

Hosponexo Ao peanizanii / go rinpaHTakenHn “

0
¥nosHosaxeHa ocofa — MporigHui iHxerep BCraBN Kparuerko C,M. @ Qua 16.03.2021

Bupobumnya ainbHuua: \\yf@l‘l i
i X f a5 ;

YKPAIHA, 04080 m. Knie-80, eyn. Kupunieceka, 74; Niuensia Ha supobruLteo AE N2 63 @ “}15114

Ceprugikat GMP NeQ75/2019/GMP eig 10.10.2019 i

KonTponb AKocTi Ta sngasa A03BONY Ha peanizauio;
YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscoka, 74; Caigoutso npo atecrauiio Ne 390 sig 22.01.2018

‘QenapTaMEHT
Cknagcerof

NOTICTUKy

InenTudivayis.g
UiiHM5R
kom 004811gg

Crop.2 32
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Ten. {044) 495-87-87, Ten./baxc (044} 230-19-38, Ten./darc (044)49683-42, Ten. (044) 485-26-57 (uinonoboso)

Ceptudixkar akocri N2 040000091177

Antpanb®, Tabnerku, Bkputi o6ononkow, no 0,2 r, no 10 Tabnerok y Gnicrepi, no 3
Gnicrepu y nauyi
1TABMETKA MICTUTE AHTPAJIO ¥ MEPEPAXYBAHHI HA CYXY PEYOBUHY 200 MT (0,2 1)

Homep cepii: 130321 Kpeina oTpumysay: YKkpaiHa

KinbkicTs npogyxuii: 26.678 Tuc.ynak. N2 PeecTp. nocsigyeqHn: UA/6893/01/02

lara supobuuuTea: 03.2021 TepmiH aif peecTp. nocsifuenHa:  HeOOMEXeHNA

AHanis BUKOHaKWIA No: MKA 13 po PT1 NeUA/B893/01/02, amiku sig 07.10.2020 p.

HalimeHyBaHHSA NOKazHUKIB Bumoru AHA{cneuudikanii) PesyneTatn Bunpobyganb
Onuc Tabnetk Kpyrnoi Gopmuy 3 ABOONYKNOKD

NoBepxHeto, BKPWTI NNIBKOBOID 000AOHKOK
TEMHO-YEPBOHOTO KONLOpPY Binnosinae
inenTudikayin
aHTpanb YnoTpadioneToBIIA CNEKTP MOTIMHAHKA PO3YKHY,
NPUIOTOBAHOIC ANA KiNbKICHOrO BU3HAYEHHS, B

obnacTi Big 250 Hm go 400 HM NOBMHEH MaTw

MEKCUMYMI 33 QOBMMH XBUNb! Bignosigae
285+ 2 1M 287 um
334 £ 2 Hm 335 um

Ha xpomarorpami BUNpo6OBYBaHOTO PO3UUHY,
OfePXKaHiin Mpy BU3HaUeHHI CyNpOoBIgHUX JOMILICK,
MJE BUABNATMCA OCHOBHA [U1RMa 33 KOfIbOPOM Ta

po3mipom signoripHa nnsmi Ha xpomatorpami

po34KHy RopiBHAHHA (2) Bignosigae
anoMiHii XapakTepHa peakuin Binnosigae
CepepHa maca Bin 0,449 00 0,497 r (0,473 £ 5 %) 0469 r
PozumHeHHs KinekicTb anTpanio, WO nepeiuna y po3umnH Yepes

60 xe, mae 6yt He meHwe 7O % (Q) sin

3a3HaveHoro B posgini "Crtag”

Aepocun He Ginbwe 5 % : Cﬁﬂf-. TCS,'(“?"'

OaHopigHicte go3ceaHux Mae BuTpumyBaTh BUMCTM X InenTudikauinnug
kom 00481168

ofiiHMLb

CynpoBiaHi oMitlKM HopaTtkosa nnama - He Ginbwe 0,8 %,6yab-axa

nnama - He Hinbwe 0,2 % Binnosinae

MikpoBionoriyna uucrorta
3aranbHe Yncno aepobHmux Kputepin npuinatHocti: 1000 KYOfr
mikpooprauizmie (TAMC) * *
3aranbHe YMCRo APBKIMNKOBMX Ta KpuTepin npunnatHocti: 100 KYO/r

Crop.1 22
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Ten. (044) 496-87-87, Ten,/paxc (044) 230-19-38, Ten./parc (044)49689-42, Ten, {044) 485-26-57 (ulnoxoboss)

nnicHasux rpubis (TYMC) * %
Escherichia coli * BigcytHicTb B 1 1 &

KinbkicHe BU3HaueHHA

aHtpans Bin 0,190 r no 0,210 r B ogHii TabneTui 0,198 rfrab
Ynakoska Mae signosigati Blumoram Binnoeigas
MapkysaHHs Mae signosigatv Bumoram Bipnosigae
Tepmin npugatrocTi: 3 pokn No 03.2024

YmoBu 36epiranHA:  36epiratn B opwrianbhi ynakoBLi npu Temnepatypi He Buwe 25 °C.

Komenrapi:

*Ha nipctagi nepiofuuHoro KOHTPoNo. NMpare M NigTBEPOKYEMO BIANOBIGHICTE AaHOT cepii Bumoram HJ]
3aspa npo ceprudikatit:

Uum a 3acsiguyio, wo BulleskasaHa iHpopmauia e goctoslpHow i TouHoto. Lo ceplio npoagykull Bync svpobneHo (Brmovaoum
YNAKOBKY/MapKYBaHHA) T2 MPOBEAEHMA KOHTPOCAL 1i AKGCTI Ha HUXYeBKasaHill ginbHuui 8 noskil signosiasocti ge sumor GMP,

Do3znonedo o peanisauli / Ao BipBanTaxeHnn

YnoeHoeaxeHa ocoba — posigHuii ixedep BCTaBl Kpas4yeHko C.M.

Bupobunua ginbHnus; rr fé] ¢ ‘.\f)ﬂunrlr
00431108 ;

YKPAIHA, 04080 m. Knie-80, pyn. Kupunieceka, 74; JliueHsia Ha eupobruuTeo AE N2 63 @wi}é 07:,(.)46 Gﬁg

CepTndikat GMP Ne075/2019/GMP sig 10.10.2019 PR

KonTponb AkocTi Ta Bugaua Ao3BONY Ha peanisauin:

YKPAIHA, 04080 m. Kule-80, syn. Knpunieceka, 74; Ceigouteo npo artecrauiio Ne 390 slg 22.01,2019

AenapramenT
CKNELChKOT

NOriCTUKK

laenTuchikau tnmi
kopn 00481198

Crop.2 32
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Ten. (044) 406-87-87, Ten./daxc (044) 239-19-38, Ten /darc (044)49689-42, Ten. (044) 485-26-57 (Uinoaafosc)

CepTtudikaT akocri Ne 040000091182

Autpanb®, Tabnetku, Bkputi ob6ononkolo, no 0,2 r, no 10 rabnerok y 6nicrepi, no 3
6nicrepu y navuyi
1TABNETKA MICTUTb AHTPASIIO ¥ NMEPEPAXYBAHHMI HA CYXY PEYOBUHY 200 MI (0,2 T)

Homep cepil; 140321 KpaiHa oTpumysay: YrpaiHa

Kinskicte npogykuii: 26.600 Tuc.ynak. Ne Pe€ctp. noceigueHHs: UA/6893/01/02

fata BupobSuuuTaa: 03.2021 TepmiH Aif peecTp. noceifuenHn:  HeoGMexerni

AHanis sUiKOHaHw# no: MKA 13 no PN NeUA/G8S3/01/02, aminu sig 07.10.2020 p.

HalimeHyBaHHS noKasHmKie Bumoru AHA(cneundikayii) Pesynbratin eunpobysans
Onwuc Tabnetkn Kpyrnoi dopmn 3 LBOONYKAQIO

roBepxHelo, BKpMTI NIIBKOBOI 0BONOHKCIO

TEMHO-4ePBOHOTO KOAbOpY Binnosigae
laenTudikanyin
aHTpant YnbTpadioneToBMA CNeKTP NOrAMHAHHA PO3YMHY,
NPUrOTORAHOMO A1 KiNbKICHOrO BU3HAYeHHS, B
obnaci Big 250 Hm po 400 HM nosuHend maTw
MaKCMMYMIN 23 BOBKMH XBUMb! Bignosigae
285+ 2 Hm 287 Hum
334 £ 2 5m 335 Hm
Ha xpomarorpami sunpobosysanoro pozunHy,
OfepXaHili MpW BU3HAYEKHI CYNPOBIRHMX AOMILOK,
MagE BUABNATACA OCHOBHA I/1AIMa 3a KORLOPOM Ta
po3mipom BignosigHa Nnsimi Ha XpomaTorpami
pO3unHy NopiBHAHHS (a) Bignosinae
anoMmiHiin XapakTepHa peakLis Binnosipae
CepepHa maca Bin 0,449 r no 0,497 r (0,473 £ 5 %) 0,470 r
PosyrHeHHA KinbxicTb aHTpanio, 1o nepeiiuna y posunH vepes
60 x8, mae 6y He meHwe 70 % (Q) sia
3azHaveHore B posgini "Cxnag"

Aepocun He Ginswe 5 % Il ﬂgﬂ%g{?ﬂ%’f
OaHopigHicrb pososanux Mae ButpumysaTti grimorn ) AEEHERY
oavHULb

Cynpoeigsi AomMiwKkn Hopatkosa nnama - He Ginbwe 0,8 %,6yab-AKa

nnama - He 6inswe 0,2 %

Mixkpob6ionoriuna uncrora

3aranbHe Yucno aepobHux Rputepii npuiHataocti: 1000 KYO/r
mikpooprarismis (TAMC) * *
3aransHe YvCno ApixOXOBUX Ta Rputepin npuiriatHocti: 100 KYO/r

Crop.1 32
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Ten. (044) 496-87-87, Ten./bakc (044) 239-19-38, Ten./dbaxc (044)49689-42, Ten. (044) 485-26-57 {ylncacboao)

nnicHaaux rpubis (TYMC) * %
Escherichia coli * BigcytHictb B 1 1 ¥

KinbKicHe BU3HAYeHHA

aHrpant Big 0,190 r go 0,210 r B ognin Tabnetui 0,205 rfrab
YnakoBka Mae Bignoeigat BUMOram Bignosinae
MapkysaHH#s Mae signoeigath sumoram Blanosinae
TepmiH NnpuaaTHO TR 3 poku Ho 03.2024

Ymonu abepiranHa:  3Gepirati B opuriHanbHit ynakosui npu Temnepatypi He suwe 25 °C.

KomenTapi:

*Ha nigcraBi nepicguynoro Kontpono. Mpote mun nigrsepaxyemo signosignicts gaxoi cepli sumoram HA
3anga npo ceptudikauir!

Uum s zacsiguyto, Wo BuilesxasaHa indopmauia € poctosipHokl | Tousow. Lk cepilo npogykuli 6yno supobieno {BknHaOUK
ynakoBKy/MapKyBaHHA) Ta NpOBeAeHWit KOHTPONL 1 AKOCTI Ha HWKUeBKazaHii gineHUL| B noshil signosigHocti Ao sumMor GMP,
BCTAHOBMIGHWUX MICLIEBUM PEYNATOPHUM OPraHoM, a TaKOXK Y BiamosigHocTi i3 cneundikauiamn, HKﬁmﬂTbcs y peecTpauifiHomy
pocbe/roprosoi niueHsl. NMpoTokony sMpaBHUTEa, NakyBaKHA Ta aHanisis Gynu nepealpey cﬁﬁ&an@ﬂ nosigHicte GMP,

<2

o7 -

HAo3soneno gao peanizanii / o ninpaHTamennA Q) /G?;’égsg B
YnoBHoBaxeHa ocoba — lNposigHnia iHxeHep BCraBll KpasueHko C.M. B M
L

4 S0
:,; rrJ::n!I f.‘aur\r; Fl#{l::}gﬂli Q9 %/
itvids)

Ny 002
T

16.03.2021

BupobHuua pinbHuus:

YKPAIHA, 04080 m. Kuis-80, syn. Knpuniecska, 74; Jliueusia Ha eupoBruuuteo AE Ne 837
Ceptudikat GMP NeQ75/2018/GMP sig 10.10.2019

KoHTponb AKOCTI Ta Bugava fgo3BOnY Ha peanizauin:
YKPATHA, 04080 m. Kunie-80, syn. Knpuniecbka, 74; Csipoureo npo arectauiio Ne 380 sig 22.01.2019

fDenaprament
CKN3ACchKol

NOTICTUKKA

laeHTuiKauiHuiA
kon 00481198

Crop.2 32
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Ten, (044) 496-87-87, TenJdaxc (044) 239-19-38, Ten./dake (044)49689-42, Ten. (044) 485-26-57 {inogobono)

Ceptudikar akocri Ne 040000091186

Antpans®, Tabnerku, BKpuTi obononkow, no 0,2 r, no 10 Tabnerox y 6nicrepi, no 3
Bnicrepu y nauyi
{TABNETKA MICTWTb AHTPATIIO Y NEPEPAXYBAHHI HA CYXY PEYOBUHY 200 MF (0.2 1)

' Homep cepii: 150321 Kpaixa orpumysav: YKpaina
KinbricTe npogyxui: 26.474 Tucynax. N¢ Peectp. noceiguexHs: UA/B893/01/02
Data supobruyrea’ 03.2021 Tepmin aif peectp. nocsiguenHs:  HeoGMexeHNH
AHani3 BYKOHaHW no: MKA 13 mo PIT NeUA/B893/01/02, 3minn ig 07.10.2020 p.
'E L HafimenysanHa nokasHuKie Bumorn AHI(cneyudikaui) Pesynsratyn Bunpobysatb
B
Onuc

TabneTku Kpyrioi popmu 3 ABOONYKIOI

NOBEPXHEID, BKPUTI NAIBKOBOIO 060M0HKOI0

TEMHO-4EPBOHOIO KONbOPY Bipnosigae
i laentudixayin
? aHTpans YneTpadionerosnii cnekTp nornmMHaHHs POo34uHy,
' NPUFOTOBAHOIO ANA KiNbKICHOTO BU3HAYEHHA, B
obnacri ig 250 Hm go 400 Hm nosuHeH matu
: MAKCUMYMIA 32 AOBMUH XBUAL] Bignosigae
i 285 + 2 Hm 267
q 334 £ 2 Hm 335 Hm
Ha xpomatorpami sunpobosyBaHoro po3unHY,
OfepXaHiil Mpn BU3HAYEHH] CYNPORIIHAX AOMILIOK,
Mae BUABNATACA OCHOBHA NNAMA 3a KONbOPOM Ta
;_;ZZK i Posmipam BignosigHa naami Ha xpomartorpanii
' ik PO3UMHY NOPIBHAHHS (a) Bignosinae
anomidin XapakrepHa peaxuin Bignoeigae
CepegHa maca Bin 0,449 r no 0,497 r (0,473 £ 5 %) 0,473r
PozyvHenHa Kinekicte aHTpanio, wo nepeliuma y posuns yepes
60 x8, mae 6yt He meHwe 70 % (Q) sig
3a3HaveHoro B posginl "Cknap" Bignosinae
Aepocun He 6inbwe 5 % 0%
OpHopigHicTb pososaHmx Mae sutpumysaty sumory
ofnHMLE SO
G : i
:I_Cyrzpoaums Aomiikn Hopatkosa nnama - He Ginbwe 0,8 %@y.m:;#lmea
RN

nnsma - He Ginbiue 0,2 %
Mikpo6ionoriuna uncroTta

3aranbHe uncno aepobHux Kputepiit npmitiaTHoct: 1000 KYO/r
mikpooprasizmis (TAMC) *

. 3aranbHe Yucno ApEKIKOBUX Ta Kputepiit npuinatHocTi: 100 KYO/r

| —



ounil3 AR

Ten, (044} 436-87-87, Tan/baxc (144) 238-19-38, Tenfparc (044)49689-42, Ten. (044) 485-26-57 {iinopobono)

nnicHaeux rpubie (TYMC) * ¥

| Escherichia coli * BigcytHicTs 8 1 1 *

KinbKicHe BHManaueHHA

aHTpanb Big 0,180 r po 0,210 r & oaHift TabneTui 0,204 r/rab
‘Ynakoeka Mae sinnosinari sumoram Bignoeigag
E MapkyBaHHs Mae signosigatin BUMOram Bignoeipae
Tepmin npupaTHocTi: 3 porn Jo 03.2024

Ymosw sGepiraHua:  3Gepirat B opurinansHil ynakosLi npu Temnepatypi He sue 25 °C.

KomenTapi:

*Ha nigcrasl nepiofu4HoOro KoHTpomio, MpoTe My NiATREPAKYEMO BIANOBIAHICTL faHol cepii Bumoram HJ
! 3anpa npo ceprudikanin:

Hum A 3acsiguyio, wo BullerKkazaHa IHbopmallia € poctosipHoio | TauHow. Lo cepio npo,qym.;u Byno eupobneHo (BkMoUaloun
yNaKoBKY/MapKyBaHHA) Ta NPOBEAEHUIA KOHTPOML 1T AKOCTI Ha HKueBKasaHili glnbHuYl B nosril, BlgngsinHocTi Ao sumor GMP,
BCTRHOBNEHUX MICLEBUM PETYNIATOPHUM OPraHoM, a TakoX Y BIGNOBIRHOCTI i3 cneundikatiampyss KiBhaxopH y peecTpauintomy
Aocbe/Toprogol Ailexsil. Mpotokony srpobHYLTBA, NAKyBaKHA Ta aHanisie bynu nepesipe \l

ADbecfanosne #nosianicte GMP.
(5/y, N
f/ MOBHOBaker \ % |

S
; T R0 wv ]
_ | NozsoneHo fo peanisauli/ go sipBaHTaNKEHHA gg QJifie s
i * YnosHosaxeHa ocoba — MNposigHui itxenep BCraBl Kpasuenko C.M. # Bt o 16.03.2021
alialsls O ol

@

BupoGHuua ainbHuLa X 00481108 /
YKPAIHA, 04080 m. Knie-80, Byn. Kupuniscska, 74; Jlittensis Ha Bupo6HMUTBo AE Ne 63743 \w
Ceprudirar GMP NeQ75/2019/GMP sig 10.10.2019

. Kowrponb AKocri Ta Bnaava J03BONY Ha peanisauiio:
YKPATHA, 04080 m. Knie-80, syn. Kupuniscoka, 74; Caigoyrao npo arecralio Ne 390 sin 22.01,2019

fﬁc are o OO Ceww fLB.OZ .. 2Hp/
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Ten. (044) 486-87-87, Ten./paxc (044) 239-18-38, Ten./danc (044)49689-42, Ten. (044) 485-26-57 (uincnoSoso)

Ceptudikar akocri N2 040000091194

Autpanb®, Tabnetkn, Bkputi o6onoukoio, no 0,2 r, no 10 rabnerok y 6nicrepi, no 3
6nicrepu y nauui

i 1TABNETKA MICTUTb AHTPATIIO ¥ MEPEPAXYBAHHI HA CYXY PEMOBWHY 200 Mr (0,2 )
ﬁ '5 Homep cepil: 160321 Kpaisa otpumysay; Ykpaita
1 Kinbkicte npogykuii: 26.827 Tuc.ynak. N PeecTp. nocsigyeHHs: UA/6893/01/02
[ata eupobHuuTea: 03.2021 TepmiH Al peectp. nocsiguenHs: HeoGMexeHui
AHanis svKoHaHwiA no: MKA 113 go PN NeUA/6893/01/02, 3minm eig 07.10.2020 p.
§ HaiimenyBaHHA nokasHukis Bumorn AHA(cneuyndikauii) PesynbraTn Bunpobysans
L |4
i
ﬁ 1Onwc Tabnetkv Kpyrnoi Gopmu 3 ABOONYKNOKD

NoBEpPXHE, BKPUTI NNIBKOBOK 060N0HKOK

TEMHO-4EPBOHOro KONbopy Bignosipae
i | lpenTndikauia
‘% '] aHTpans YnoTpadioneToBui CNEKTP MOrMUHAHHA PO3YWHY,
LR MPUrOTOBAHOrO ANA KiNbKICHOrO BU3HAYEHHA, B

obnacti eig 250 Hm go 400 Hm noBuHEH MaTK

MaKCUMYMW 33 [JOBXWUH XBU/b: Bignosipae
: 285+ 2 Hm 287 Hm
“ 334 £ 2 um 335 Hm

Ha xpomatorpami sunpo6osysaHoro posuumHy,
OfiepXaHiit NPy BU3HAYEHHI CynpoBiAHNX OOMILIOK,
Ma€ BUABNATUCA OCHOBHA NNAMa 3a KONbOPOM Ta

posmipom eignosigHa nnAmi Ha XxpomaTorpami

@ .i PO34MHY NOpPiBHAHHA (a) Bignoeigae
N aniomikii XapakTepHa peakLiis Bignosigae
CepepHa mMaca Bin 0,449 r 0o 0,497 r (0,473 + 5 %) 0,469 r

Po3ynHeHHs Kinbkicte aHTpanio, Wo nepeitwna y po3unH yepes

60 xs, mae 6ytn He meHwe 70 % (Q) sig

5‘{ 3a3HaueHoro B po3gini "Cknang" Bignosigae
1% |}’«epoc»‘m He Ginbwe 5 % 0%
OpHopigHicTs ao3oBaHux Mae sutpumyBaT BMoru
OAUHWLb Bignoginae
CynposigHi gomiwkm Hopartkosa nnama - He Ginbwe 0,8 %,6yab-aka
:i" nnama - He Ginbuwe 0,2 % Bianosinae
_ 1 Mikpob6ionoriuna uncrora
3aranbHe 4ucno aepobHux Kputepin npuitHaTHocTi: 1000 KYO/r
mikpoopranismis (TAMC) * *
3aranbHe uucno APHKMKOBUX Ta Kputepiin npuitHaTHocti: 100 KYO/r

. l% 1& | Crop.1 32



i ~e 1AW

Ten. (D44) 496-87-87, Ten.fdake (044) 239-19-38, Ten/baxc (044)49689-42, Ten, (044) 485-26-57 (ulnopoBoan)

nnicHasux rpubis (TYMC) * *
Escherichia coli * BigcytHicTbB 1 1 !
[ o It KinbkicHe BU3HaueHun
ﬁ l'l aHTpank Bin 0,190 r po 0,210 r & ogHiit TabneTyi 0,206 r/tab
" Ynakoeka Mae signosipatit BuMoram Bipnoeipae
MapkyBaHHs Mae signosigatv eumoram Bignosinae
TepmiH npupatHocri: 3 pokn o 03.2024

ﬁ ¥ Ymosun 36epiranna:  3Gepiratu 8 opuritanbHiil ynakosul npu Temneparypi He smwe 25 °C.
: 11

KomewTapi:

*Ha nigcrasi nepioguyHoro KoHTponio. Mpote mu nigreepaxyemo eignosiguicte gaHoi cepli sumoram HA

3anpa npo ceprudikayio:

Lum 7 3aceiguylo, wo suuieskasaHa ikdopmauls € goctosipHoio | TouHow. Lo cepilo npoaykuli 6yno supobneHo (Bknwovaioun
YNaKoBKy/MapKyBaHHA) Ta NpoBefeHWi KOHTPOND i AKOCTI Ha HKueBKa3aHiii AinbHUUI B NOBHIN signosiaHocTi go sumor GMP,
% | BCTAHOBNEHMX MICLEBUM PErynaToOpHUM OPraHoM, a Takox y BignosigHocTi i3 cneuudikauismm, ax

QATHCA Y peecTpayiitHomy
Aocbe/Toprosoi niuensii. Mpotokonu Bupo6HMLTEa, NaKkyBaHHA Ta aHaniis 6ynu nepesipexi T8 f i,

DossoneHo po peanizauii / go sigsanTameHHn

YnoeHoBaxeHa ocoba — MNposigHuii ivxeHep BCraBIl Kpasyenko C.M. 5° grsen = 1116.03.2021

Bupobhuua ginbHuua:
, @ s YKPAIHA, 04080 m. Knis-80, syn. Kupuniscbka, 74; Jliuensis Ha Bupo6HuuTteo AE Ne 63740 dink

| 1 ll Cepudikar GMP N2075/2019/GMP sig 10.10.2019

KouTtpons Aakocri Ta Buaaua nossony Ha peanizayio:
YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscoka, 74; Ceigouteo npo atecrauino N2 390 sig 22.01.2019

il
.':._{. I
./or. . pPa 4335 ,Z\A 25.03 2024 /

Crop.2 32
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OAPMAK

Ten. {044) 496-87-87, Ten./panc (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

Ceprundikar axocri N2 040000107193

AnTpanbs®, Tabnetkn, Bkpuri o6onoHkoio, no 0,2 r, no 10 rabnerox y 6nicrepi, no 3
6nicrepu y nauuji
1TABNETKA MICTUTb AHTPAIIO ¥ MEPEPAXYBAHHI HA CYXY PEMOBWHY 200 M (0,2 T)

Homep cepii: 170323 KpaiHa oTpumyBau: YkpaiHa
KinbkicTe npogykuii- 26.011 Tuc.ynak. Ne PeecTp. nocBigueHnA: UA/6893/01/02
Hata supotunyTea: 03.2023 TepMiH fii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BAKOHaHu# no: MKA 13 no P NeUA/6893/01/02, 3minm Big 27.08.2021 p.

HaiimeHyBaHHA NOKAa3HUKIB Bumoru AHJ{cneumndikanii) PesynbTaTv BUnpobyBaHb

Onnc TaGneTku kpyrnoi $opmn 3 ABOONYKNOID

NOBEpPXHEID, BKPUTI NNiBKOBOI0 060NOHKOI0

TEeMHO-YEPEOHOMO KONbopy Bignoeigae
laeHTHdiKaLin
aHTpans ¥nbTpadioneToBUN CNeKkTp NOrMWHAHHA PO3UMHY,
NPUroTOBaHOrC ANA KiNbKICHOrO BU3HAUEHHA, B
obnacri Big 250 Hm go 400 HM NOBUHEH MaTH
MaKCUMYMW 33 QOBXKWH XBWUb: Bignoeigae
285 % 2 um 287 Hm
334 2 um 333 Hm
Ha xpomatorpami BUNpoBoBYBaHOrO PO3UNHY,
OfiepaHiil NpW BU3HaYeHHi CynpoBigHUX JOMILLOK,
Ma€ BUABNATUCA OCHOBHA NNAMA 3a KONbOPOM Ta
po3mipom BignoeigHa NNAMI Ha XxpomaTtorpami
PO3UMHY NOpPIBHAHHA (a) Bignoeigae
anomiHin XapakTtepHa peakuia Bignosigae
CepepHAa maca Big 0,449 no 0,497 r (0,473 £ 5 %) 0476
Po3uyuHeHHA KinbKicTb aHTpanio, Wo nepeilwna y po3YnH Yepes
60 xB, Mae 6yTH He MeHwe 70 % (Q) Bip,
3a3HaveHoro B po3gini "Cknap” Bignoeigae
OpHopigHicTh BO30BaHNX Mae BUTpUMYBaTH BUMOTU
OaUHULb Bignoeigae
CynpoeigHi aomilukK HopatkoBa naAma - He Ginblwe 0,8 %,6ynb-AKka
nnnama - He Ginowe 0,2 % Bignoeigae
Mikpo6ionoriuna uncrora
AepobHux MikpoopraHismie Kputepiil npuitHaTHOCTI: 1000 KYO/T
(TAMC) * *
ApixaxoBux Ta NNicHABMX Kputepiil npuilHaTHocTi: 100 KYO/T
rpuwbis (TYMC) * *
Cepmudbixam nidnucano efeKmpoHHUM nidnucom D 040000107193

Crop.1 32



OAPMAK

Ten. {044) 496-87-87, Ten./panc (D44) 239-19-38, Ten fdakc (04414968542, Ten. (044} 485-26 57 (uinofoboso)

Escherichia coli * BigcyTHictb B 1T E

KinpKicHe BU3HaYeHHA

aHTpans Big 0,120 r go 0,210 r B ogHili TabneTui 0,198 r/tab
Ynakoeka Mae signoeigaTtu Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTti Bumoram Bignoeigae
TepmiH npuAATHOCTI: 3 pokn Do 03.2026
¥mosu sbepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepatypi He Buwe 25 °C.
KomeHTapi:

*Ha nigcraei nepioguuHoro KoHTponio. Mpote MU NigTEepmKYEMO BigNOBIgHICTL AaHol cepii Bumoram H
3ansa npo cepridikayin:

Lum A 2aceiguyio, WO BULeBKa3aHa iHdopMalia € gocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno supobneHo (BKAOUYAOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHWii KOHTPONDb Ti AKOCTI HA HWKYeBKa3aHiil AinbHUU| B NOBHIi BignoeigHocTi Ao sumor GMP,
BCTAHOBMEHUX MICLIEBUM PEryAATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneungikaLiamm, AKi 3HaXOAATHCA ¥ peecTpaLlitHOMY
Aocke/Toprosol niueHsii. MpoTokonn BUpoOHULTEA, NaKyBaHHA Ta aHanizis 6ynu nepegipeni Ta BcTaHoBNEHa BignosigHicts GMP.

AosBoneHo Ao peanizayii / Ao BigBaHTaXeHHA

YnoeHoeaxeHa ocoba — posigHuiA iHxeHep BCraBll Kpaeuenko C.M. 14.04.2023

Bupobnnua finoHULA:

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha BupoBHuuTeo AE Ne 637430 Bip 07.04.2015;

Ceptudikat GMP N2045/2022/GMP Big 25.08.2022; GMF/EAEU/BY/0045-2021 eig 25.02.2021; UP/1-530-10/21-03/13 eig
28.10.2021

KoHTponb AKOCTi T2 BMAAYa 03BOAY Ha peanizayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CeigouTeo npo atectauiio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM nidnucom D 040000107193 Crop.2 32



e TR

Ten. (044) 49B-87-B7, Ten./baxce (044) 239-19-38, Ten.ibaxe {044)49689-42, Ten, (044} 485-26-57 (yjinogoboso
CepTudikar akocri Ne 040000091556

Autpans®, Tabnerku, BKpuTi obononkoto, no 0,2 r, no 10 Tabnerox y 6nicrepi, no 3
6nicrepu y navni
TTABTNETKA MICTUTb AHTPATIIO Y TIEPEPAXYBAHHI HA CYXY PEYOBYVIHY 200 Mr 0,21

Homep cepii; . 190321 Kpaita oTpusysau: Yxgaida
Kinbkicrs npopyxuir: 26.018 Tuc.ynak; Ne Peectp. nocsiguents: UA/6893/01/02
Hara srpobHuiTsa! 03.2021

Tepmit Al peectp. nocsigtenHn:  HeoBMEXEHIAH
AHaniz suKoHaHmit no: MKA JI3 po P NeUA/6893/01/02, aminu ein 07.10.2020 p.
Haimenyeanua no’x’a_sﬂAw_Kis Bumorn AHf(cneyndikauii)

Pesynuraru Bunpobysans

Onuc Tabnetxu kpyrnoi dopmyi 3 ABOONYKNOI0

nosepxHew, BKPUT 01iBKOBOW 066A0HKGI0
TEMHO-UEPBOHO0 KONbopy Bignosigae
lgenTudikayin

aHTpans YneTpadionetosuit criekTp NornHaHKA PO3YYHY,

MPUTOTOBAHOTO AN1A KiNbKICHOrO: BU3HAYeHHS, B
obnacti Bin 250 Hm go 400 um riosuren martu
MAKCMYMI 38 AOBXUH XBUML: Bignosigac
285 + 2 um 287 um

334+ 2 um 335 #m
Ha xpomarorpami sunpobosysanoro pO3uMHY,

OfepXaHii npn BusHaYeHH CYNPOBIAHYX AOMIIOK,

Mae BUABNATUCA OCHOBHA NNAMA 33 KOMLOPOM Ta

posmipom BignosigHa nnsmi wa Xpomarorpami

Po34uHY nopisHaHHs (a)
antominii XapaxTepHa peakuyis

CepepnHsa maca Bin 0,449 r o 0,497 r (0,473 £ 5 %y
Pozunnenns

KinbkicTs anTpamio, wo nepetiwna ¥ PO3uMH yepes
80 xs, mae 6yt He mene 70 % (Q) Big
3a3HaueHoro B posgini "Cknag”
Aepocun He 6inpiue 5 %

OgHopigHicTs go3osakiax Mae sutpumysaTi Bumoru

OfUHULL

Bignosigae

ynposigsi nomituky Ilopartkosa nnsma - He Binsuie 0,8 %,6ynb-aka
nnama - He Ginbuie 0,2 % Bigniosigae
MikpoGionoriuna uncrora

3aranibHe YNCNO aepoBHUX Kputepii npuitnaTrocri: 1000 KYO/r
mikpooprasismis (TAMC) *

3aranbHe YUCNo ApiKmKOBNX Ta Kputepin npuiinatrocri: 100 KYO/r

Crop.1 32
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Ten. (044) 496-87-87, Ten./daxc (044) 239:19-38, Tenddake (044)49689-42, Ten, {044) 485-26-57 (yinopobioso)

anicHasyx rpubis (TYMC) *
Escherichia coli * Bigeytdicto 8 1 r

- Kinbkiche Bnanavenus

aHTpank Big 0,190 r go 0,210 r B ogHiiA Tabnetiyi 0,203 rfrab

Ynakoexa Mage sinnésifati BuMoram Binnosipae

- MapkysaHHs Mage signosinam sumoram Bignosigae
Tepmin npupataocr: 3 pokn [0 03.2024

Ymosi 36epiranns:

36epiratin & opurivanbHil ynakosy npu teMrepatypl He aue 25 °C.
Komeurapi:

*Ha nigcrasi nepioguuHoro KOHTposo. Tpote mu nigTepmxyemo BIANOBIAHICTL fanol cepii sumoram HJ
3anpa npo ceprudikaitito: \

Lum 5 sacsinuylo, wo suieskasaHa iHpopmallia € pocrosipHo i TouHow. Lo cepito npogykuii 6yno supobneHo (skiiouaioun
YNaKoBKy/MapKyBaHHs) Ta nposegeHud KOHTPOAL 11 AKOCTI Ha HKUeBKazaHii AinbHUYI 8 nosHil signosigHoct fo sumor GMP,
BCTAHOBNEHUX MICLEBUM PEFYISTOPHIAM OPraHOM, a TAKOX y'BignosigHocri i3 cneundixaj MW@;@@@AQWCQ Y peecrpayinHomy
Aocbe/Toprosoi niyeHaii. NMpoTokonu supoGrmLTEa, NaKyBaHKa Ta aHanisis Gynu nepea}zfgéjaf“ Bcidliosnena Bignosigxicte GMP,
7S5 » %,

l%i‘& }4
b

&

F

e

flozsoneHo go peanisauii /' Ao pinsanTaxKeHHn
YnosHoBaxeHa ocoba — MposigHuii imxenep BCraBN Kpasuetke C.M.

29.03.2021

Bupo6uunua pinbrnis:

VKPAIHA, 04080 m. Knis-80, syn. Knpuniscbka, 74; JlieHsis Ha supobHuyreo AE No
Ceprudikat GMP Ne075/2019/GMP gig 10.10.2019

Kontponb akacri 1a Bugava po3Bony Ha peanizaiiio:
YKPAIHA, 04080 m. Knis-80, syn. Kupuniscoka, 74; Ceinourso npo atectauiio N 390 Big.22.01.2019

Crop.2 32
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- JIANIN

Ten. (044) 496-87-87, Tenfpaxc {044) 239-19-38, Ten./bakc (044)49683-42, Ten. (044} 485.26-57 {uinopobose)

Ceprudixar axocri N° 040000092436

AuTpans®, Tabnetku, BKpuTi o6onoukoto, no 0,2 r, no 10 Tabnerok y 6nicrepi, no 3
6nicrepu y nayui
TTABJIETKA MICTUTb AHTPATIIO Y MEPEPAXYBAHHI HA CYXY PEYOBUHY 200 Mr (0,2 1)

Homep cepir: 280421 Kpaina orpumysau: Ykpaina

Kinskicts npopykuyir: 26.215 Tuc.ynax. Ne Peectp. nocsiguenns: UA/6893/01/02

Lata supobHuyTsa: 04.2021 Tepmin Al peectp. nocsiguenHs: Heobmexenni

AHani3 BuKoHaHui no; MEK$ 13 go PN NeUA/6893/01/02, aminm gig 07.10.2020 p.

HaiimeHysauus nokasunkis Bumoru AH[(cneyudikauii) Pesynbraty Bunpo6ysans
Onwic Tabnetku Kpyrnoi ¢popmn 3 asoonyksoio

noBepxHelo, sKpUTI NNiBKOBOI 06ONOHKOID
TEMHC-4EPBOHOTO Konbopy Bipnogipae
laenTudikauia
aHTpanb YneTpadionetosuii CMEKTP NOTMHAHHA po3umnHy,
NPUroTOBaHOro Ana KinbKicHoro BU3HaYeHHs, B

obnacri gig 250 um go 400 Hm NMOBUHEH MaTK

MaKCHmMyMu 32 QOBXUH XBUb: Binnosigae
2851 2 Hm 287 um
334 £ 2 ym 335 Hm

Ha xpomatorpami BUNPOBOBYBaHOro po3unHy,
OfepPKaHili Npu BU3HaYeHH] CYNPOBIAHNX JOMIlIOK,
Mag BUAB/IATUCA OCHOBHA NnaAmMa 3a KONbOpOM Ta

posmipom BignoeigHa naami Ha XpomaTtorpami

PO34MHY nopisHAKHHA (a) Bianosinae
aJOMIHIR XapakTepHa peakuin Bianoeigae
Cepegtna maca Bin 0,449 r no 0,497 (0,473 + 5 %) 0,473 r
Po3yuHenns Kinbkicts anTpanio, ujo nepeilinia y posymH yepes

80 x&, mae 6yTu He meHwe 70 % (Q) i

3a3Hadetoro s posaini "Cknap" Bianosigae
Aepocun He 6Ginbiue 5 % 1%
OaHopigHicts gozosaHux Mae Butpumysatin sumoru
OAUHML
CynposigHi gomitku HopatkoBa nnama - e Ginbie 0,8 %, Aenaprae
nnama - He Ginbwe 0,2 % (Ij.l\lj}lilliwlbbrkl.(l”
MikpoGioneriusa uucrora g, e
3aranste uncno aepobunx Kpurepiin npritnarHocti: 1000 KYO/r

MipoopraHizmie (TAMC) *

3aransHe yncho LOPIKIPKOBUX Ta Kputepin npuiinathocTi: 100 KYO/r

Tyt ¥ fy/ YL Sy // |
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Ten, (044) 498-87.87, Ten./baxc (044) 239-19-38, Ten.Ibaxe (044)49689-42, Ten, (044) 485-28-57 {uinoaotoso)

nnicHasux rputis (TYMC) * *
Escherichia coli * BigcyTHictb 8 1 1 ‘

KinbkicHe Bu3Haueuna

aHTpanb Bin 0,190 r go 0,210 r & ogniN Tabnetyj 0,199 rfrab
YnakoBka Mae signoeigati Bumoram Bignosigae
MapkysaHHs Mae signosinati sumoram Bignogipnae
TepmiH npupatHocTi: 3 poku o 04.2024

Ymogm 36epiranna: 3Bepirati B opuriHanbHin ynakosui npu Temnepatypi He evuje 25 °C,

KomenTapi:

*Ha nigcrael repioguunore KoHTponio. Mpote Mu nigTeepmKyemo BifnosigHicTb faHol cepii sumoram HL
3anBa npo ceprudikayiio:

Unm 8 3aceiguyio, wo BulleskaszaHa iHGopMaLin € AOCTOBIPHOIO | TouHol0, Ll ceplio npopykuii 6yno BUpoBneHo
ynaKkoBKy/MapkysaHHa) Ta nposegeHuit KOHTPONL 1l AKOCTI Ha HWKueBKasaHIij AinbHuul 8 nosHif signosigHocri Ao sumor GMP,
BCTAHOBNEHWX MICLEBUM PErynATOPHUM OpraHom, a TakoX y BianoeifgHocTi ia cneuM¢is<a'gf15r.{1‘mi‘-’-'{'ﬁg‘jﬂzr«g)gq,qﬂrbca Y peecTpauittHomy
nocbe/ToproBol niyensii. Mpotokonu BUPOBHKLITBA, NaKyeaHHA Ta aHaniaiz Bynn nepegipei Ta »Bé’mf.‘iggéh'e{j}a Bignoeiaxicts GMP,

(ernovatoun

Vi
4 Yoy
[ TR . -
flossoneno no peanisaufi / go sigsantaxexns ;’:’ 2 0y
YnosHosaxeHa ocoba — MpoBigHuit iHxeHep BCTaBn fipemenko B.B. i . 13.05.2021

i\
WL
N4
\ A

l-‘:
Bupo6Huya ginbhnun; \ N, 6

YKPAIHA, 04080 m. Kuis-80, sy, Kupuniscbka, 74; Miuensia a BupoBHuuTEo AE N 8?}3Q}BEA{37

QLS T

Ceptudikar GMP Ne075/2019/GMP sig 10.10.2019 K

KoHTponb aKocti Ta Bupaya A03BONY Ha peanizauito:
YKPAIHA, 04080 m. Kunie-80, syn. Kupunisceka, 74, Ceigouteo npo atectauito N2 390 sig 22.01.2019

Oenaprase i1
CKI/ICHRO)
NOHC TUEY

L ik
wKoil 00481193

Nes




HEPXIITKCIIYXXBA
JEPKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHM Y KHIBCHLKIH OBJACTI

npocriext Banepia JloGanoscskoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.cov.ua, Kox €JIPTIOY 37078774

BHUCHOBOK
npo sIKiCTL BBe3eHoro B YKpainy Jikapcebkoro 3aco0y

30.06.2021 Ne 30889/21/10

AJIMAT'EJIL®A

(naiMenyBasns MiKapesKoro 3acofy 3riIHO 3 PECCTPALIEHHM MOCBIAYCHHAM)
CYCIIEH3ist 0pasbha, 110 10 Mur y makeTHKY; no 20 NaAKeTHKIB Y KapTOHHIH mavi

((bopma Bunmycky, Nu3yBaHHA, BIL MAKYBaHHS NIKAPCHKOTO 3ac00y)

Howmep peectpauiiinoro nocsinuenns UA/0879/01/01 crpox ii pecerpauiiinoro nocsinuenns 01,01.2099

Cepisa nikapeskoro sacoby Ne 280421 Kinekicrs Beesenoro nikapcekoro sacofy 8496
BupoGHux banxangapma-Tposu AT, Bosrapis
(nafiMenysanns BHPOOIHKE Nikapchkoro 3acoly, KpaiHa NOXOMKEHHA)
Baeseno B Yrpainy Tosapuerso 3 o6Mekeno1o Bimmopinansuictio "Tesa Yipaina", inenr.
won: 34770471

(haitmenypanna 1a kox 34 €JIPIIOY 1opuanunot ocabu ao npissnie, iM's, N0 GaTbkoRi Gizudnol
0COTH - mianpuemus, i mictie npoxwusanns Ta peecTpauiiinuii HOMep 06/TIKOBOT KAPTKM [IATHHKA
noJaTkis afo cepis Ta HOMCP RacnopTa)

Hporokon Bisyanurore kourpomio sin 03.06.2021 Ne 1863/3.

JlaGoparopHuii ananis akocTi nikapeskoro 3acofy 3ailcHenmii:

AIT "LienTpansra srabopatopis 3 ananisy skoeTi Jikapebkux 3aco6iB i MexHyuHOT poayKuii”
(M.Kuis, Byn. Kyapsiecexa 10r)

(HaliMeryRaRAS Ta MicUesHaXOLKeNHA 1aBopaTOpil, uro nposena naGoparapHuil ananis skocti)

Bucrosox mono axocti nikapcekoro 3acoby, eupannii naGoparopiewo sig 29.06.2021 Ne 1464

PesynpraTu nabopatopHoro ananisy sikocti jiikapeskoro 3acofy 3a nepeBipesMu Moka3HukaMi BIITOBIIAIOTE
BUMOraM MeTO/B KOHTPOMIO AKOCT] (aHATITHYHO-HOPMATHBHOT JOKYMEHTALIT).
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Ceprudikar BunycKy cepii No 445
Batch Release Certificate No 445

3amosHuK / Client

Tera Yxpaina / Teva UA

Hazea npoayKTy, CUAa, aKTUBRICTL

Produict name, Strength, Potency

Anmarens A, cycneHsia opanbHa 10 mna
436 mr/10 mn 2niomidio okcuny

150 mr/10 mn martio okcuay

218 mr/10 mn GeHsoKainy

Almagel A oral suspension 10 m!

436 mg / 10 ml aluminium oxide

150 mg / 10 ml magnesium oxide

218 mg / 10 ml benzocaine

Haisa npoaykTy 2amosHMKKa
Client product name

Anmarenp® A, cycnensia opanbya 10 mn
Almagel® A oral suspension 10 ml

®opma BUNyCKy
Dosage form

cyenensin [ cupon O renb O inwe
Suspension 03 Syrup O Gel JOther

Posmip ynakosku Ta vun ynakoskm
Package size and Package Type

20 nakeTnkis X 10 mn [J $naron / bottle
20 sachets x 10 ml O ry6a / tube
iHwe / other

Kpaina-imnoprep / Importing Country

Ykpaina / Ukraine

Homep PeectpauiitHoro Nocsiguenna / Marketing UA/0879/01/01
authorizaticn number

Homep cepii Bupo6uika / Manuf. Batch Number Z8NQ421
Homep cepii ynakoeanore npoaykry / Pack. Batch 280421

Number

Homep cepii samosuuka / Client Batch Number 280421

Hara BurotoBnends / Manufacturing date 22.04.2021
fata ynakosku / Packaging date 24.04.2021
MpraatHwi Ao / Expiry date 04.2023

Bupobuuk Adl
* Hassa
* Apapeca
*  Homep aiyensii
* Homep nocunakun Ha Eudra GMP abo HOomMmep
cepTudikaTy signosigHocti GMP

APL manufacturing site
*  Name
*  Address
*  Authorization number

* Eudra GMP reference number or certificate of
GMP Compliance

BupobHuk anominio rigpoxcuay reno
Manufacturer of Aluminum hydroxide gel

Chi ®apma, IHK

40 Keitn Xewsnonex Apais Aoroic, AE 19958-

X| 9481, CtUA

9DYH- W3sQ

SPI Pharma Inc.

40 Cape Henlopen Drive Lewes, DE 19958-0481
USA

SDYH- W30Q

BUPOGHWK marki:e rigpoKcuay nactu
Manufacturer of Magnesium Hydroxide Pasie

€l ©apma, 1HK

40 Kekin Xennonex fipaie fivoic, OE 19958-0481,
CLUA

X FNNT-KK28

SPI Pharma Inc,

40 Cape Henlopen Drive Lewes, DE 19958-0481
USA

FNNT-KK28

Bupobuuk Genzokainy
Manufacturer of Benzocaine

Hanumoy Cannaiit @apmacsiotvkan Ko, ATH. No.216
HOuHaH Bect Peag, Bennto TayH, KeunbBen BurcTpskr,
Yanuxoy, NposiHuia dxanrcy, 213134 Kutah
20160124

J520191104
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Changzhou Sunlight Pharmaceutical Co., Ltd.
No.216 Yunnan West Road, Benniu Town, Xinbei
District, Changzhou City, Jiangsu Province, 213134
China

20160124

J520191104

AinbHuusa, signosiganska 3a BUPOSHUUTBO NPOAYKTY
in-bulk, nakysaHusa, kourposs akocTi Ta BUNYyCK capii:

* HazBa bankandgapma-Tpoar AT,
*  Agpeca ByA. Kpalipeuna, 1, Tpoasx, 5600, Bonrapis
*  Homep niyensii BG/MIA-0192/26.10.2020

* Homep nocunanna wa Eudra GMP abo Homep BG/GMP/2019/148
cepTudikaty signosigHocti GMP

Bulk manufacturing, packaging, testing and batch

release site:
* Name Balkanpharma-Troyan AD
* Address

1 Krayrechna str. Troyan, 5600 Bulgaria
* Authorization number BG/MIA-0192/26.10.2020
+  Eudra GMP reference number or certificate of BG/GMP/2019/148
GMP Compliance
Homepu cepidt Al / Batch Number of AP (s) amominio rigpokcuAy rens 01T_102102004
mMarHito rinpokcuay nacra 01T_102023007
Bew3okain 01T_C0012008009

Aluminum Hydroxide gel 01T 102102004
Magnesium Hydroxide Paste 01T 102023007
Benzocaine 017T_C0012008009

Paamip cepil / Batch size 8 496 ynarkosokr / 8 496 boxes
Nocunanns Ha Ceprudikat ananisy Ceprudikar ananizy Ne 444 sig 29.04.2021
Reference of Certificate of analysis Certificate ofanalysis Ne 444 from 29.04.2021
Homepu rpadiunnx marepianis / Artwork reference
number

¢ |HcTpyKyin / PIL AAALB338

* Kopobka/ Box AAAMZ518

* Tlaxetux / Sachet AAAM2519
NocnnasHa Ha eigkunenss (B pasi HaAsHocT} / Eui / ne Clrak / yes

Deviation reference (where applicable)

0 . " R = = ;
Komentapi / Ymosu s6epiravns: npu TemMnepatypl He suwe 25°C. He samopomyeatu! 36epiratv ¥ MicLiAxX,

HefoCTYNHWX aan giteld.

Commenits/ Storage conditions: at temperature not above 25°C, in original packaging. Do not freeze! Keep out of

the reach and sight of children,

Uum a nigteepamyo, wo HaseAeHa Bulie iHPOpMaUis € JOCTOBIPHOID Ta TOUHOW. La cepin npoaykty Byaa
BHIOTOBNEHA, BHIIOHAUM YNAKOBKY/MApKYBAHHA Ta KOHTPONb AKOCTI Ha 3a3HadeHil BHULE BUMPOBHWYIR
AinbHWUi (-ax), B roBHiA signosigHocti A0 BUMOr GMP, Wo BCTAHOBABHT MICUEBUM PETYARTOPHUM OPraHom Ta
cneumdirauii Peectpayifinoro nocsigueqns KpaiHn-imnopTepa. MPoOTOKOAN BUPOBHULTEA, NaKyBaHHA | aHanizy
cepil 6yno nepesipeHo u BM3HaHo TaKUMHK, WO BianosiaanTh GMP.

I hereby confirm that the above information is authentic and accurate. This batch of product have been
manufactured including packaging/Labelling and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory authority and with the specifications in the Marketing
authorization of the country. The batch pracessing, packaging and analysis records were reviewed and found to be
in compliance with GMP. l(“‘ _—
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Ceprudikat aHanizy Ne 444
Certificate of analysis Ne 444

MpoaykT: Anmarens® A, cycrensis opanbHa 10 mn
Product: Almagel® A, oral suspension 10 mi

mA, bersokainy 218 mr/10 mn

Benzocaine 218 mg/10 ml)

h(:Hna,u, Asromikiiio Figpoxcnay reas 4,36 1 /10 mn y NepepaxyBaHHi Ha anioMiHio oreug 436 mr/10
M, MarHilo rigpoxkcuay nacra 700 mr /10 mn y nepepaxysanHi Ha mariio okemg 150 mr/10

Composition {Aluminum hydroxide gel 4,36 g/10 ml, equivalent to aluminium oxide 436 mg/10 ml,
Magnesium hydroxide paste 700 mg/10 ml, equivalent to magnesium oxide 150 mg/10 ml,

Tvn ynakosKu lMNaketuku 3 Baratowaposoi ponabru
\iackage Type Sachets of multilayer foi!

Homep Peectpauiiinoro Nacsiguenns / Marketing authorization number: UA/0879/01/01

[ Cepin Ne / Batch Ne: 280821

Poamip cepii / Batch size: 8 496

flara eurotoBrennn / Manufacturing date: 22.04.2021 BipnBaHtameno / Loaded: 8 496

NpuaatHuit go / Expiry date: 04.2023

Micue npuzHavenna / Destination:
Ykpaina / Ukraine

26.10.2020 Ne BG/MIA-0192

Ne BG/MIA-0192

KpaiHa BrupoBHuuTea: BankaHbapma-TpoaH AT, syn. KpaitpeuHa, 1, Tposw,

Manufacturing cauntry : Balkangharma ~Troyan AD, 1.Kra

5600, Bonrapia, niveusis eig

yrechna str., Troyan, 5600 Bulgaria, ML 26.10.2020,

Homep nocunanua va Eudra GVIP afo HOMEp

ceprudiikaty signosigHocti GMP / GMP certificate or
EudraGMP reference numbers

BG/GMP/2019/148

Tecu nposeseni BignosigHo AHL no Peectpauiimore nocsiguenns - UA/0879/01/01
The tests have been performed as per AND to Marketing authorization - UA/0879/01/01

No Tectu / Tests Creumdikawii / Specifications Peaynvtatu /
Results
il Onuc - BisyanbHo Cycnensin  Ginoro abo maime 6inoro | Bignosigae
Konbopy. Mpu 36epirabdi Ha nosepxwi
MoMe BUAINUMTUCR Wwap npozopol piguHu.
fpu eHepriinomy 3608TyBaHHi BMicTY
nakoHa FOMOreHHICTE cycneHsii
8iAHOBNKETbLES,
Appearance - visuaily White or almost white suspension, which Complies
during storage, exudes on the surface a
fayer of liquid and homogeneity is
restored at vigorous shaking of the bottle.
2, CrabinuHicte cycneHsii - sisyansho NosvrHa sipnosigaTk Bipnosigac
Stability of suspensiorn — visually Must comply Complies
3. BinsocHa ryctuHa — NiIKHOMETPUYHME Big 1,017 no 1,243 1,139
MeTo A,
Relative density - pycnometrically From 1,017 to 1,243 1,139
4. O6’em BMICTY YNakosKK, mAa He meHwe 10 10,5
Volume of suspension per a pack, ml Mot less than 10 10,5

Page 1 of 3
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5. pH -~ €ep. ®. 2.2.3 Bin 6,5 8o 9,0 8,2
pH-Ph.Eur. 2.2.3 From 6,5 10 9,0 8,2
o, B’'AskicTe, mila.c — BiCHO2MMETPHUHMIA Big 50 po 5080 2579
Viscosity, mPa.s - viscosimetric From 50 to 5 0G0 2579
7. lgeHrndiradin / Identification
o Anominini HoBuHHa BignosinaTtk Bianosigae
Aluminum Must comply Complias
¢ Marniii MNosuHHa Bignosigaty Bigrnosigae
Magnesium Must comply Complies
*  BeH3oHalH NoBrHHA BigNoBiAaTH Bignosinae E
Benzocaine Must comply Complies
* HKoHcepeanTH NosurHa BignosigaTn Bianoeigae |
Preservatives Must comply Complies
8. Cynodaty, % - €ap. §. 2.4.13 He Biabwe 0,1 <0,1
Sulphates, % - Ph.Eur.2.4.13 Not more than 0,1 <01
Q. Xnopunan, % - €ep. B, 2.4.4 He 6inbwe 0,3 <0,3
Chlorides, % - Ph.Eur.2.4.4 Not more than 0,3 < (3,3
10. | KinbkicHe Bu3HavyeHHA amomidio oKTHUAYy, Bia 3,60 go 4,30 4,04
v/100 1
Assay of aluminum oxide, g/100 g From 3,60 to 4,40 4,04
11. | KinekicHe susHauenHs martic OKCHMAY, Big 1,24 no 1,52
1,44
/160 r
Assay of magnesium oxide, gf100g From 1,24 to 1,52 1,44
12. | KinbxicHe sM3naueHHs Beuzokainy, r/100 r Bip 1,80 ao 2,20 2,05
Assay of benzocaine, g/100 g From 1,80 10 2,20 2,05
13. | KinbricHe suaHavennn korcepaanTia — BEPX, €8p. ®. 2.2.29 / Assay of Preservatives - HPLC, Ph.Eur, 2.2.29
* MeTtunnapariapokcuGenzoary, r/100 r Bip 0,18 no 0,22 0,20
Methyl parahydroxybenzoate, g/ 100 g From 0,18 t0 0,22 0,20
* flponinnaparigpokcnbensoary, r/100 r Bip 0,0225 no 0,0275 60,0252
Propyl parahydroxybenzoate, g/100 g From 30,0225 te 0,0275 0,0252
* BymunnaparigpokcuBensoaty, r/100 § Big 0,0225 go 0,0275 0,0248
Butyl parahydroxybenzoate , g/ 100 g) Froem 0,0225 to 0,0275 0,0248
14. | Kucnoroneitpanisyloua 30ATHICTL, 1 1, mn He mexwe 26 32
HCH{0,1 mons/n) - Turpumerprunmii
Acid - neutralization capacity for 1 g, m! HCl Not less than 26 32
{0,1 mol/i} - titration

Bankandapma-Tpoan AT, 5600 Tpoau, syn. Kpaipeuna, 1, Ten: +359 {670) 68 102, e-mail: trooperations@actavis.bg,
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teya

1. Mikpobionoriuna uncrora - Esp. . 2.6.12. 2.6.13 {/ Microbiologicai purity - Ph.Eur, 2.6.12,2.6.13

° 3aranbHa KinbKicTs aepoBHMx He Ginbiwe 1067 KYO/r <10 KYO/r
mikpoopranismis, 8 r
Total aerobic rmicrobial count per g Not more than 102 CFU/g <10 CFU/g

*  3aranbHa KifbKICTb ApiKaKoeMX Ta He Binbuwe 10" KYO/r <10 KYQ/r
naiceHesux rpubis, 6 r
{Total combined yeast/ moulds count, Not more than 101 CFU/g <10 CFU/g
perg)

¢ Escherichia coli, 8 ¢ He ponyckawoTbena Bigcyrha
Escherichia coli, perg Not allowed Absent

Mpoayxr signosigae BuMmoram AHA. / The product meets the requirements of the AND.

Uura a MigTeepAMYO, WO HaBefeHa Buuwe iHpopmayin € A0CTOBIpHOW Ta TouHot. Us cepis npoaykty byaa
BHIOTOBAEHA, BKMOYAIOYY YTIAKOBKY,/MapryBaHHA Ta KOHTPO/IL AKOCTI HA 3a3HaueHil BULLE BUPOBHUYIN AiNbHUY
{-nx), 8 noBHIi BignosianocTi A0 Bumor GMP, wo scTadoB et miclesum PerynaTopHum opraHom ta cneyudivanyii
Peectpauiiitoro noceiguekxs Ha nperapar. NpoToKo/in BupoBHMYTEa, aKyBaHHA | ananiay cepii 6yno nepesipexo
W BUIHAHO TakkMK, WO Bianosigaiote GMP.

I hereby certify that the above information is authentic and accurate. This batch of product  has heen
manufactured, including packaging/labelling and quality control at the above mentioned site {s) in full
compliance with the GMP requirements of the local Regulatary Authority and with the specifications in the
Marketing Authorization of the importing country. The batch pracessing, packaging and analysis records were
reviewed and found to be in compliance with GMP.
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HEPXIITKCIIYXXBA
JEPKABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHM Y KHIBCHLKIH OBJACTI

npocriext Banepia JloGanoscskoro, 51, m. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.cov.ua, Kox €JIPTIOY 37078774

BHUCHOBOK
npo sIKiCTL BBe3eHoro B YKpainy Jikapcebkoro 3aco0y

30.06.2021 Ne 30889/21/10

AJIMAT'EJIL®A

(naiMenyBasns MiKapesKoro 3acofy 3riIHO 3 PECCTPALIEHHM MOCBIAYCHHAM)
CYCIIEH3ist 0pasbha, 110 10 Mur y makeTHKY; no 20 NaAKeTHKIB Y KapTOHHIH mavi

((bopma Bunmycky, Nu3yBaHHA, BIL MAKYBaHHS NIKAPCHKOTO 3ac00y)

Howmep peectpauiiinoro nocsinuenns UA/0879/01/01 crpox ii pecerpauiiinoro nocsinuenns 01,01.2099

Cepisa nikapeskoro sacoby Ne 280421 Kinekicrs Beesenoro nikapcekoro sacofy 8496
BupoGHux banxangapma-Tposu AT, Bosrapis
(nafiMenysanns BHPOOIHKE Nikapchkoro 3acoly, KpaiHa NOXOMKEHHA)
Baeseno B Yrpainy Tosapuerso 3 o6Mekeno1o Bimmopinansuictio "Tesa Yipaina", inenr.
won: 34770471

(haitmenypanna 1a kox 34 €JIPIIOY 1opuanunot ocabu ao npissnie, iM's, N0 GaTbkoRi Gizudnol
0COTH - mianpuemus, i mictie npoxwusanns Ta peecTpauiiinuii HOMep 06/TIKOBOT KAPTKM [IATHHKA
noJaTkis afo cepis Ta HOMCP RacnopTa)

Hporokon Bisyanurore kourpomio sin 03.06.2021 Ne 1863/3.

JlaGoparopHuii ananis akocTi nikapeskoro 3acofy 3ailcHenmii:

AIT "LienTpansra srabopatopis 3 ananisy skoeTi Jikapebkux 3aco6iB i MexHyuHOT poayKuii”
(M.Kuis, Byn. Kyapsiecexa 10r)

(HaliMeryRaRAS Ta MicUesHaXOLKeNHA 1aBopaTOpil, uro nposena naGoparapHuil ananis skocti)

Bucrosox mono axocti nikapcekoro 3acoby, eupannii naGoparopiewo sig 29.06.2021 Ne 1464

PesynpraTu nabopatopHoro ananisy sikocti jiikapeskoro 3acofy 3a nepeBipesMu Moka3HukaMi BIITOBIIAIOTE
BUMOraM MeTO/B KOHTPOMIO AKOCT] (aHATITHYHO-HOPMATHBHOT JOKYMEHTALIT).
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Ceprudikar BunycKy cepii No 445
Batch Release Certificate No 445

3amosHuK / Client

Tera Yxpaina / Teva UA

Hazea npoayKTy, CUAa, aKTUBRICTL

Produict name, Strength, Potency

Anmarens A, cycneHsia opanbHa 10 mna
436 mr/10 mn 2niomidio okcuny

150 mr/10 mn martio okcuay

218 mr/10 mn GeHsoKainy

Almagel A oral suspension 10 m!

436 mg / 10 ml aluminium oxide

150 mg / 10 ml magnesium oxide

218 mg / 10 ml benzocaine

Haisa npoaykTy 2amosHMKKa
Client product name

Anmarenp® A, cycnensia opanbya 10 mn
Almagel® A oral suspension 10 ml

®opma BUNyCKy
Dosage form

cyenensin [ cupon O renb O inwe
Suspension 03 Syrup O Gel JOther

Posmip ynakosku Ta vun ynakoskm
Package size and Package Type

20 nakeTnkis X 10 mn [J $naron / bottle
20 sachets x 10 ml O ry6a / tube
iHwe / other

Kpaina-imnoprep / Importing Country

Ykpaina / Ukraine

Homep PeectpauiitHoro Nocsiguenna / Marketing UA/0879/01/01
authorizaticn number

Homep cepii Bupo6uika / Manuf. Batch Number Z8NQ421
Homep cepii ynakoeanore npoaykry / Pack. Batch 280421

Number

Homep cepii samosuuka / Client Batch Number 280421

Hara BurotoBnends / Manufacturing date 22.04.2021
fata ynakosku / Packaging date 24.04.2021
MpraatHwi Ao / Expiry date 04.2023

Bupobuuk Adl
* Hassa
* Apapeca
*  Homep aiyensii
* Homep nocunakun Ha Eudra GMP abo HOomMmep
cepTudikaTy signosigHocti GMP

APL manufacturing site
*  Name
*  Address
*  Authorization number

* Eudra GMP reference number or certificate of
GMP Compliance

BupobHuk anominio rigpoxcuay reno
Manufacturer of Aluminum hydroxide gel

Chi ®apma, IHK

40 Keitn Xewsnonex Apais Aoroic, AE 19958-

X| 9481, CtUA

9DYH- W3sQ

SPI Pharma Inc.

40 Cape Henlopen Drive Lewes, DE 19958-0481
USA

SDYH- W30Q

BUPOGHWK marki:e rigpoKcuay nactu
Manufacturer of Magnesium Hydroxide Pasie

€l ©apma, 1HK

40 Kekin Xennonex fipaie fivoic, OE 19958-0481,
CLUA

X FNNT-KK28

SPI Pharma Inc,

40 Cape Henlopen Drive Lewes, DE 19958-0481
USA

FNNT-KK28

Bupobuuk Genzokainy
Manufacturer of Benzocaine

Hanumoy Cannaiit @apmacsiotvkan Ko, ATH. No.216
HOuHaH Bect Peag, Bennto TayH, KeunbBen BurcTpskr,
Yanuxoy, NposiHuia dxanrcy, 213134 Kutah
20160124

J520191104
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Changzhou Sunlight Pharmaceutical Co., Ltd.
No.216 Yunnan West Road, Benniu Town, Xinbei
District, Changzhou City, Jiangsu Province, 213134
China

20160124

J520191104

AinbHuusa, signosiganska 3a BUPOSHUUTBO NPOAYKTY
in-bulk, nakysaHusa, kourposs akocTi Ta BUNYyCK capii:

* HazBa bankandgapma-Tpoar AT,
*  Agpeca ByA. Kpalipeuna, 1, Tpoasx, 5600, Bonrapis
*  Homep niyensii BG/MIA-0192/26.10.2020

* Homep nocunanna wa Eudra GMP abo Homep BG/GMP/2019/148
cepTudikaty signosigHocti GMP

Bulk manufacturing, packaging, testing and batch

release site:
* Name Balkanpharma-Troyan AD
* Address

1 Krayrechna str. Troyan, 5600 Bulgaria
* Authorization number BG/MIA-0192/26.10.2020
+  Eudra GMP reference number or certificate of BG/GMP/2019/148
GMP Compliance
Homepu cepidt Al / Batch Number of AP (s) amominio rigpokcuAy rens 01T_102102004
mMarHito rinpokcuay nacra 01T_102023007
Bew3okain 01T_C0012008009

Aluminum Hydroxide gel 01T 102102004
Magnesium Hydroxide Paste 01T 102023007
Benzocaine 017T_C0012008009

Paamip cepil / Batch size 8 496 ynarkosokr / 8 496 boxes
Nocunanns Ha Ceprudikat ananisy Ceprudikar ananizy Ne 444 sig 29.04.2021
Reference of Certificate of analysis Certificate ofanalysis Ne 444 from 29.04.2021
Homepu rpadiunnx marepianis / Artwork reference
number

¢ |HcTpyKyin / PIL AAALB338

* Kopobka/ Box AAAMZ518

* Tlaxetux / Sachet AAAM2519
NocnnasHa Ha eigkunenss (B pasi HaAsHocT} / Eui / ne Clrak / yes

Deviation reference (where applicable)

0 . " R = = ;
Komentapi / Ymosu s6epiravns: npu TemMnepatypl He suwe 25°C. He samopomyeatu! 36epiratv ¥ MicLiAxX,

HefoCTYNHWX aan giteld.

Commenits/ Storage conditions: at temperature not above 25°C, in original packaging. Do not freeze! Keep out of

the reach and sight of children,

Uum a nigteepamyo, wo HaseAeHa Bulie iHPOpMaUis € JOCTOBIPHOID Ta TOUHOW. La cepin npoaykty Byaa
BHIOTOBNEHA, BHIIOHAUM YNAKOBKY/MApKYBAHHA Ta KOHTPONb AKOCTI Ha 3a3HadeHil BHULE BUMPOBHWYIR
AinbHWUi (-ax), B roBHiA signosigHocti A0 BUMOr GMP, Wo BCTAHOBABHT MICUEBUM PETYARTOPHUM OPraHom Ta
cneumdirauii Peectpayifinoro nocsigueqns KpaiHn-imnopTepa. MPoOTOKOAN BUPOBHULTEA, NaKyBaHHA | aHanizy
cepil 6yno nepesipeHo u BM3HaHo TaKUMHK, WO BianosiaanTh GMP.

I hereby confirm that the above information is authentic and accurate. This batch of product have been
manufactured including packaging/Labelling and quality control at the above mentioned site(s) in full compliance
with the GMP requirements of the local Regulatory authority and with the specifications in the Marketing
authorization of the country. The batch pracessing, packaging and analysis records were reviewed and found to be
in compliance with GMP. l(“‘ _—
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YnosHosaxeHa ocoba / Qualified Person:C‘ A '(;/' N Q\ S L‘:’

fars/oate: 20 APR 973 {
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Ceprudikat aHanizy Ne 444
Certificate of analysis Ne 444

MpoaykT: Anmarens® A, cycrensis opanbHa 10 mn
Product: Almagel® A, oral suspension 10 mi

mA, bersokainy 218 mr/10 mn

Benzocaine 218 mg/10 ml)

h(:Hna,u, Asromikiiio Figpoxcnay reas 4,36 1 /10 mn y NepepaxyBaHHi Ha anioMiHio oreug 436 mr/10
M, MarHilo rigpoxkcuay nacra 700 mr /10 mn y nepepaxysanHi Ha mariio okemg 150 mr/10

Composition {Aluminum hydroxide gel 4,36 g/10 ml, equivalent to aluminium oxide 436 mg/10 ml,
Magnesium hydroxide paste 700 mg/10 ml, equivalent to magnesium oxide 150 mg/10 ml,

Tvn ynakosKu lMNaketuku 3 Baratowaposoi ponabru
\iackage Type Sachets of multilayer foi!

Homep Peectpauiiinoro Nacsiguenns / Marketing authorization number: UA/0879/01/01

[ Cepin Ne / Batch Ne: 280821

Poamip cepii / Batch size: 8 496

flara eurotoBrennn / Manufacturing date: 22.04.2021 BipnBaHtameno / Loaded: 8 496

NpuaatHuit go / Expiry date: 04.2023

Micue npuzHavenna / Destination:
Ykpaina / Ukraine

26.10.2020 Ne BG/MIA-0192

Ne BG/MIA-0192

KpaiHa BrupoBHuuTea: BankaHbapma-TpoaH AT, syn. KpaitpeuHa, 1, Tposw,

Manufacturing cauntry : Balkangharma ~Troyan AD, 1.Kra

5600, Bonrapia, niveusis eig

yrechna str., Troyan, 5600 Bulgaria, ML 26.10.2020,

Homep nocunanua va Eudra GVIP afo HOMEp

ceprudiikaty signosigHocti GMP / GMP certificate or
EudraGMP reference numbers

BG/GMP/2019/148

Tecu nposeseni BignosigHo AHL no Peectpauiimore nocsiguenns - UA/0879/01/01
The tests have been performed as per AND to Marketing authorization - UA/0879/01/01

No Tectu / Tests Creumdikawii / Specifications Peaynvtatu /
Results
il Onuc - BisyanbHo Cycnensin  Ginoro abo maime 6inoro | Bignosigae
Konbopy. Mpu 36epirabdi Ha nosepxwi
MoMe BUAINUMTUCR Wwap npozopol piguHu.
fpu eHepriinomy 3608TyBaHHi BMicTY
nakoHa FOMOreHHICTE cycneHsii
8iAHOBNKETbLES,
Appearance - visuaily White or almost white suspension, which Complies
during storage, exudes on the surface a
fayer of liquid and homogeneity is
restored at vigorous shaking of the bottle.
2, CrabinuHicte cycneHsii - sisyansho NosvrHa sipnosigaTk Bipnosigac
Stability of suspensiorn — visually Must comply Complies
3. BinsocHa ryctuHa — NiIKHOMETPUYHME Big 1,017 no 1,243 1,139
MeTo A,
Relative density - pycnometrically From 1,017 to 1,243 1,139
4. O6’em BMICTY YNakosKK, mAa He meHwe 10 10,5
Volume of suspension per a pack, ml Mot less than 10 10,5

Page 1 of 3
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5. pH -~ €ep. ®. 2.2.3 Bin 6,5 8o 9,0 8,2
pH-Ph.Eur. 2.2.3 From 6,5 10 9,0 8,2
o, B’'AskicTe, mila.c — BiCHO2MMETPHUHMIA Big 50 po 5080 2579
Viscosity, mPa.s - viscosimetric From 50 to 5 0G0 2579
7. lgeHrndiradin / Identification
o Anominini HoBuHHa BignosinaTtk Bianosigae
Aluminum Must comply Complias
¢ Marniii MNosuHHa Bignosigaty Bigrnosigae
Magnesium Must comply Complies
*  BeH3oHalH NoBrHHA BigNoBiAaTH Bignosinae E
Benzocaine Must comply Complies
* HKoHcepeanTH NosurHa BignosigaTn Bianoeigae |
Preservatives Must comply Complies
8. Cynodaty, % - €ap. §. 2.4.13 He Biabwe 0,1 <0,1
Sulphates, % - Ph.Eur.2.4.13 Not more than 0,1 <01
Q. Xnopunan, % - €ep. B, 2.4.4 He 6inbwe 0,3 <0,3
Chlorides, % - Ph.Eur.2.4.4 Not more than 0,3 < (3,3
10. | KinbkicHe Bu3HavyeHHA amomidio oKTHUAYy, Bia 3,60 go 4,30 4,04
v/100 1
Assay of aluminum oxide, g/100 g From 3,60 to 4,40 4,04
11. | KinekicHe susHauenHs martic OKCHMAY, Big 1,24 no 1,52
1,44
/160 r
Assay of magnesium oxide, gf100g From 1,24 to 1,52 1,44
12. | KinbxicHe sM3naueHHs Beuzokainy, r/100 r Bip 1,80 ao 2,20 2,05
Assay of benzocaine, g/100 g From 1,80 10 2,20 2,05
13. | KinbricHe suaHavennn korcepaanTia — BEPX, €8p. ®. 2.2.29 / Assay of Preservatives - HPLC, Ph.Eur, 2.2.29
* MeTtunnapariapokcuGenzoary, r/100 r Bip 0,18 no 0,22 0,20
Methyl parahydroxybenzoate, g/ 100 g From 0,18 t0 0,22 0,20
* flponinnaparigpokcnbensoary, r/100 r Bip 0,0225 no 0,0275 60,0252
Propyl parahydroxybenzoate, g/100 g From 30,0225 te 0,0275 0,0252
* BymunnaparigpokcuBensoaty, r/100 § Big 0,0225 go 0,0275 0,0248
Butyl parahydroxybenzoate , g/ 100 g) Froem 0,0225 to 0,0275 0,0248
14. | Kucnoroneitpanisyloua 30ATHICTL, 1 1, mn He mexwe 26 32
HCH{0,1 mons/n) - Turpumerprunmii
Acid - neutralization capacity for 1 g, m! HCl Not less than 26 32
{0,1 mol/i} - titration

Bankandapma-Tpoan AT, 5600 Tpoau, syn. Kpaipeuna, 1, Ten: +359 {670) 68 102, e-mail: trooperations@actavis.bg,
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teya

1. Mikpobionoriuna uncrora - Esp. . 2.6.12. 2.6.13 {/ Microbiologicai purity - Ph.Eur, 2.6.12,2.6.13

° 3aranbHa KinbKicTs aepoBHMx He Ginbiwe 1067 KYO/r <10 KYO/r
mikpoopranismis, 8 r
Total aerobic rmicrobial count per g Not more than 102 CFU/g <10 CFU/g

*  3aranbHa KifbKICTb ApiKaKoeMX Ta He Binbuwe 10" KYO/r <10 KYQ/r
naiceHesux rpubis, 6 r
{Total combined yeast/ moulds count, Not more than 101 CFU/g <10 CFU/g
perg)

¢ Escherichia coli, 8 ¢ He ponyckawoTbena Bigcyrha
Escherichia coli, perg Not allowed Absent

Mpoayxr signosigae BuMmoram AHA. / The product meets the requirements of the AND.

Uura a MigTeepAMYO, WO HaBefeHa Buuwe iHpopmayin € A0CTOBIpHOW Ta TouHot. Us cepis npoaykty byaa
BHIOTOBAEHA, BKMOYAIOYY YTIAKOBKY,/MapryBaHHA Ta KOHTPO/IL AKOCTI HA 3a3HaueHil BULLE BUPOBHUYIN AiNbHUY
{-nx), 8 noBHIi BignosianocTi A0 Bumor GMP, wo scTadoB et miclesum PerynaTopHum opraHom ta cneyudivanyii
Peectpauiiitoro noceiguekxs Ha nperapar. NpoToKo/in BupoBHMYTEa, aKyBaHHA | ananiay cepii 6yno nepesipexo
W BUIHAHO TakkMK, WO Bianosigaiote GMP.

I hereby certify that the above information is authentic and accurate. This batch of product  has heen
manufactured, including packaging/labelling and quality control at the above mentioned site {s) in full
compliance with the GMP requirements of the local Regulatary Authority and with the specifications in the
Marketing Authorization of the importing country. The batch pracessing, packaging and analysis records were
reviewed and found to be in compliance with GMP.
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YnosHosaxeHa ocoba / Qualified Person: (_} Q//{k’l\)\ \”'{"‘; AR % A
Aara/Date: 25 AFR 107]
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OAPMAK

Ten. {044) 496-87-87, Ten./parc (D44) 239-19-38, Ten /daxc (0444968542, Ten. (044} 485-26 57 (uinofoboso)

Ceptndikar axocri N2 040000108215

AnTpans®, Tabnerkn, Bkpuri o6ononkoio, no 0,2 r, no 10 rabnerox y 6nicrepi, no 3
6nicrepm y nauui
1TABJETKA MICTUTb AHTPAIIO ¥ MEPEPAXYBAHHI HA CYXY PEMOBWHY 200 M (0,2 T)

Homep cepii: 300523 KpaiHa oTpumyBau: YKpaiHa
KinbkicTe npogykuii- 25.564 Tuc.ynak. Ne PeecTp. NocBigueHnA: UA/6893/01/02
Hata supoGunyTea: 05.2023 TepMiH fii peecTp. nocBigueHHA:  HeoGMeXeHwi

AHanis BUKOHaHu# no: MKA 113 no P NeUA/6893/01/02, 3minm Big 27.08.2021 p.

HaiimeHyBaHHA NOKA3HUKIB Bumoru AHJ{cneumndikanii) PesynbTaTv BUnpobyBaHb

Onnc TaGneTkn kpyrnoi $opmMn 3 ABOONYKNOID

NOBEpPXHEID, BKPUTI NNiBKOBOIO 060MOHKOI0

TEeMHO-YEPEOHOrO KONbopy Bignoeigae
laeHTMdiKaLin
aHTpans ¥YnbTpadioneToBUi CNeKkTp NOrMWHAHHA PO3UMHY,
NPUroTOBaHOrC ANA KiLKICHOrC BU3HAUEHHA, B
obnacri Big 250 Hm go 400 HM NOBUHEH MaTH
MaKCUMYMW 33 QOBXKWH XBWb: Bignoeigae
285 % 2 um 287 Hm
334 2 um 334 Hm
Ha xpomatorpami BUNpofoByBaHOro po3unHYy,
OfiepXaHiil NpW BU3HaYeHHi CynpoBigHUX JOMILLIOK,
Ma€ BUABNATUCA OCHOBHA NNAMA 3a KONbOPOM Ta
po3mipom BignoeigHa NnAMI Ha XpomaTtorpami
PO3UMHY NOpPIBHAHHA (a) Bignoeigae
anomiHin XapakTepHa peakuia Bignosigae
CepepHa maca Big 0,449 no 0,497 r (0,473 £ 5 %) 04781
OpHopigHicTh BO30BaHNX Mae BUTpUMYBaTH BUMOTU
OaUHULb Bignoeigae
CynpoeigHi gomilkK HopatkoBa nnAma - He Ginblwe 0,8 %,6ynb-AKka
nnnama - He Ginowe 0,2 % Bignoeigae
Mikpo6ionoriuna uncrora
AepobHux MikpoopraHismie Kputepiil npuitHaTHOCTI: 1000 KYO/T
(TAMC) 0 {menwe 10)
ApixaxoBux Ta NNicHABMX KpuTepiil npuilHaTHOCTI: 100 KYO/T
rpubie (TYMC) 0 {menwe 10)
Escherichia coli BigcyTHictb B 1T BigcyTHi
KinekicHe BU3HauYeHHA
Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000108215

Crop.1 32



OAPMAK

Ten. {044) 496-87-87, Ten./pac (D44) 239-19-38, Ten fdaxc (0444968542, Ten. (044} 4852657 (uinofoGoso)

aHTpans Big 0,120 r go 0,210 r B ogHiA TabneTui 0,202 rfTab
¥Ynakoeka Mae signoeigaTti Bumoram Bignoeigae
MapkyBaHHA Mae signoeigaTtn Bumoram Bignoeigae
TepmiH npuAaTHOCTI: 3 pokun Do 05.2026
¥mosu 3bepiranna. 36epiraTu B opuriHanbHiil ynakoBui npu Temnepartypi He suwe 25 °C.
KomexTapi:

3ansa npo cepradikayin:

Lum A zaceiguyio, WO BULeBKa3aHa iHdopMaLlia € pocTtosipHoo i TouHow. Lo cepilo npoaykuii 6yno snpobneHo (BKAOUYAOUK
YMaKoBKy/MapKyBaHHA) Ta NpOBeAeHUI A KOHTPONb Ti AKOCTI Ha HWKYeBKa3aHiil ainbHUUI B NOBHIi BignosigHocTi ao sumor GMP,
BCTAHOBMEHWX MiCLIEBUM PErylATOPHUM OPraHoM, a TaKoX ¥ BignoBigHOCTI i3 cneundikaLiamn, AKi 3HaXOAATHCA ¥ peecTpaLlilHOMY
Aocke/Toprosol niueHsii. MpoTtokonn BMpoOHULTBA, NaKyBaHHA Ta aHanizis 6ynu nepeeipeni Ta BcTaHoBNEHa BignosigHicts GMP.

Ao3soneHo Ao peanizayii / Ao BigBaHTaKeHHA

YnosHoBaxeHa ocoba — posigHuiA iHxeHep BCraBll Kpaeuenko C.M. 12.06.2023

Bupobnnua finoHULA:

YKPAIHA, 04080 m. Knis-80, Byn. Kupuniscbka, 74; Jliuensia Ha supoBHuuTeo AE N° 637430 Bip 07.04.2015;

Ceptudikat GMP N2045/2022/GMP Big 25.08.2022; GMF/EAEU/BY/0045-2021 Big 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

KoHTponb AKOCTi T2 BMAAYa [03BOAY Ha peanizayin:
YKPAIHA, 04080 m. Knie-80, eyn. Kupuniscoka, 74; CBigouTeo npo atectauiio N2 320 Big 22.01.2019

Cepmudbixam nidnucano efeKmpoHHUM hidnucom D 040000108215 Crop.2 32



Ten. (044) 496-87-87, Ten./daxc (044) 238-19-38, Ten./pakc (044)49689-42, Ten. (044) 485-26-57 (uinogoboso)

- AT

Ceptudikar skocri N2 040000092685

Antpanb®, TabneTtkn, Bkputi o6onoHkoto, no 0,2 r, no 10 Tabnetok y 6nicrepi, no 3
6nicrepu y navui
1TABMIETKA MICTUTb AHTPAIO Y MEPEPAXYBAHHI HA CYXY PEYOBUMHY 200 Mr (0,2 T)

Homep cepii: 310521 KpaiHa oTpumysau: Ykpaixa

KinekicTb npogyKuir: 25.716 Tuc.ynak. N PeecTp. noCBifiveHHA: UA/6893/01/02

[laTa supobHuMLTBa: 05.2021 Tepmin aii peecTp. noceiguentn:  HeobmexeHnit

AHanis BUKOHaHNi no: MKA 113 no PN NeUA/6893/01/02, 3minm Big 07.10.2020 p.

HatimeHyBaHHA NOKa3HUKIB Bumoru AHJ(cneundikauii) PesynbraTty Bunpobysanb
Onuc Tabnetku Kpyrnoi dopmu 3 ABOONYKNOD

noBepXxHelo, BKpUTI MiBKOBOIO 0B0IOHKOK
TEMHO-YEPBOHOIO KOMNbopy Bignosigae
laenTndikauin
aHTpans YnbeTpadioneToBUiA CNEKTP NOrMMHAHHSA PO3UUHY,
NPUroTOBaHOro AN KiNbKICHOrO BU3HaYeHHs, B

obnacrti Big 250 Hm go 400 HM nosuHeH MaTn

MaKCUMYMU 38 [JOBXUH XBUIb: Bignosigae
285+ 2 Hm 287 um
334 £ 2 Hm 335 Hm

Ha xpomatorpami Burpo60osyBaHoro posunHy,
ofiepXaHin Npu BU3HAYEHHI CyrnpoBigHMX AOMILLOK,
MAE€ BUABMIATICA OCHOBHA MN/1AMa 3a KONIbOPOM Ta

po3mipom BignosigHa nnami Ha xpomartorpami

PO3uKHYy NopiBHAHHA (a) Bignosinae
aNoMIHIN XapaKkrepHa peakuis Bignoginae
CepepiHa maca Bin 0,449 r po 0,497 r (0,473 £ 5 %) 0,472r
Po3unHeHHs KinbkicTb aHTpanio, Wo nepeliwina y po3ynH vepes

60 xs, mae 6yTn He meHwe 70 % (Q) sig

3a3HaueHoro B posgini "Cknag" Bignogigae
Aepocnn He 6inblue 5 % 2%
OpHopigHICTE 8O30BaHKX Mae BuTpumyBaTh BUMOrY
OAVHMLb Bignosigae
CynposigHi goMmiluKu Honatkosa nnsama - He Ginbuwe 0,8 %,6yab-1K3

nnAma - He 6inbwe 0,2 %
Mikpo6ionoriyna uncrora
3aranbHe UMCNo aepPoBHUX Kputepin npunnaTtHocti: 1000 KYO/r
mikpoopratismis (TAMC) *

3aranbHe Yo ApKOXKOBUX Ta Kputepin npunnatHocrti: 100 KYO/r

/%l Al N 2545 %cg 0T 2
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Ten, (044) 496-87-87, Ten./pakc (044) 239-18-38, Ten./dac {044)49689-42, Ten. (044) 485-26-57 {uinogoboso)

nnicHasux rpubie (TYMC) * *
Escherichia coli * BipcytHictb B 1 1 *

KinbKicHe BU3Ha4eHHA

aHTpans Bin 0,190 r po 0,210 r B opHin TabneTui 0,194 rftab
YrakoBKka Mae signosigati Bumoram Bignosigae
MapKyBaHHs Mae Bignosigaty BUMoram Bipnosinae
Tepmix npupatHocTi: 3 poku o 05.2024

Ymosu 36epiraHHA  36epiraTit B OpuriHabHil ynakosLi npy Temneparypi He BUlLe 25 °C.

KomeHTapi:

*Ha nigcTasi nepioguuHoro KoHTponio. Mpote Mi NiZTBEP/KYEMO BiAnoBigHiCcTL paHol cepil eumoram HJ
3asBa npo ceptudikayiro:

Lium A 3acBiguyio, WO BULeBKa3aHa iHpopmaLlia € pocrogipHoio | TouHoto. Lo cepito npopykuii 6yno BUPOGNEHO (BKNIOUAOYW
YMaKoBKy/MapKyBaHHs) Ta NpPOBEAEHN KOHTPOND il AKOCTI Ha HVKUeBKa3aHin AinbHWLI B nosHin signosigHocti fo sumor GMP,
BCTAHOBAGHMX MICLIEBM PEryNATOPHMM OPraHoM, a TakoxX y BianosigHoCTi i3 cneuundikauiamm, AKi.3HaxeAATHCA Y peECTpaLlifiHomy

YKPAIHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Nliuensia Ha supobuuuteo AE N2 6374

[ocbe/Toprosol filjexsii. Mpotokonu BupobHULTBa, NaKyBaHH:A Ta aHanisis 6ynu nepesipeHi I},&tﬁm‘@b‘heﬁ gnosiaHicrb GMP
2 )
A 2\
NloasoneHo ao peanisauii / go BinBaHTaKeHHA (? @
Y 5 o
YrioBHoBaxeHa ocoba — MposigHui iHxeHep BCraBll Kpasuenko C.M. ) n ;U} 25.06.2021
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16.01.2020

Kontponb AKoCTi Ta BUpaua f03BoNy Ha peanizauito:

YKPATHA, 04080 m. Kuis-80, eyn. Kupuniscoka, 74, Ceinoutso npo atectauiio N 390 sig 22.01.2019
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Ten, (044) 486-87-87, Ten /baxc {044) 239-19-38, Ten./pake (044)49689-42, Ten (044) 485-26-57 (inopoGoso)

Ceptndikar axocri Ne 040000092719

AHTpanb®, TabneTku, BKputi 06050HK0I0, o 0,2 r, no 10 Tabnerok y 6nicrepi, no 3
6nicrepn y nauyi
TTABJIETKA MICTUTb AHTPATIIO ¥ MEPEPAXYBAHHI HA CYXY PEYOBIHY 200 Mr (0,2 T)

Homep cepil: 320521 KpaiHa orpumysau: Ykpaiua

KinekicTs npogyxkuii: 26.695 Tuc.ynak. Ne PegcTp. nocsifguerHn: UA/6893/01/02

Hara supoSHulTea; 05.2021 Tepl‘\lliH AT peecTp. noceigueHts:  HeoBmexeHui

AHaniz BuKoHaHui no: MK J13 go PIT NeUA/6893/01/02, sminm ig 07.10.2020 p.

HalimenyBanHs nokasuukis Bumoru AHA({cneundikanuii) Peaynbtary Bunpobysanb
Onuc TabneTku kpyrnoi dopmu 3 ABCONYKNOK0

noBepxHelo, BKpuTi MniBkoBoio 060N0HKOI

TEMHO-YepBOHOIO KONbopy Bignosinae
lgenTudikayia
aHTpanb YnbTpadioneToBui CReKTp NOTANHAHHS PO3UuHy,
NPUroTOBaHOro AiA KifbKiCHOTro BU3HAYeHHs, B
obnacri Big 250 HM go 400 HM nosuHeH MaTy
MaK'Cl/IMyMVI 3a JOBXUH XBUMb: Bignoeigae
285 % 2 um 286 um
334 % 2 Hm 334 Hm
Ha kpomaTorpaMi BUNPOGOBYBAHOMO PO3UMHY,
OpepX<aHilt Npyu BU3Ha4eHHI CYNpPOBIAHMX NOMILLOK,
Ma€ BUABNATMCA OCHOBHA NiiAMa 32 KOIbOPOM Ta
posmipom BIANOBIAHA NAiAMI Ha XpomaTorpami
PO34MHY NopiBHAHHA (a) Bignosigae
anoMiHin XapakTepHa peakuis Bignosigae
Cepeghsa maca Big 0,449 r 1o 0,497 r (0,473 + 5 %) 0,475 r
PozunHenHs Kinbkicts aHTpanio, wo nepeiiuna Y PO34MH Yepes
60 x8, mae 6yTu He meHLe 70 % (Q) sig
3asHaueHoro B pozgini "Cknag" Bignosigae
Aepocun He Binbwe 5 %
OpHopigHicTb no30BaHUX Mae Butpumysatn Bumorn
OAVHMLb
CynpogigHi fomiliku [onatkosa nnama - we Ginbuie 0,8 %,6yAb-nKa : CRNANCLROY

ERIDIRIoFR7ING

nnama - He 6inbite 0,2 %
Mikpo6ionoriyba uncrora

3aranbHe YMCIo aepoBHKX Kputepiin npuithstiocti: 1000 KYO/r

mikpooprasismis (TAMC) *

3aranbHe YUCNO BPLKIKOBUX Ta Kpurepin npuiisaTrocTi. 100 KYO/r

B aw V5 Ly 5.67.9
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OAPMAK RILEHENEL] RHLETRRIEE
Ten (044) 496-87-87, Ten /panc (044) 239-19-38, Tenake (044)49689-42, Ten, {044) 485-26-57 (ylnogoGoso)
nnicHasux rputis (TYMC) * *
Escherichia coll * BigcyTHictb 8 1 1 *
KinbkicHe Busnavenns
aHTpanb Bin 0,190 r 5o 0,210 r & ogiit Tabneryi 0,198 r/ra6
Ynakoska Mae signosigati Bumoram Bignosinae
MapxysaHua Mae Bigrniosigaty sumMoram Bignogigae
Tepmin npuaarHoct: 3 pokn o 05.2024

Ymosu 36epiranns:  36epiray s opurinaseHiii ynakosui npu Temneparypi He Buye 25 °C.

Komenrapi:

*Ha nigcrasl neploguuroro KoHTponio. MpoTe M1 NigTeepgxyemo eignosigHicTs AaHOT cepil Bumoram HJ

3ansa npo ceprudikanio;

Lum a1 3aceiguyio, wo suieskasaHa iHpopmalia € goctosipHolo | TouHolo. Llio cepito npopykuli 6yno eupo6nero (BKnOUaIOHY
ynakoBKy/MapKyBaHHA) Ta nposefeHuit KOHTPOME i AKOCTI Ha HupkuesKasaHlll ANbHULI B HOBHI] BignosigHocti go sumor GMP,
BCTAHOBNIGHUX MICLIeBIM PEryNIATOPHUM OPraHoM, a TaKos y BifnosigHocT! i3 cneyudikauia
Rocbe/toprosof niyensii. Mporokonu BUPOBHMLTBA, NaKyBaHHA Ta aHaniaia 6ynu nepeslp

BozsoneHo go peanizauli/ go BifiBaHTaXKeHHA @
YnosHosaxeHa ocoba — MposigHuit IHxeHep BCraB KpaBuenko C.M.

-~

Bupo6unua pinbunya:

4 g
W/ $ @
el
YKPATHA, 04080 m. Kuis-80, Byn. Kupuniscbka, 74; Jlitensia Ha BupobHuyTBO AE N° 63 % BIROTOME0NS;
Ceptudlkat GMP N2075/2019/GMP sig 10.10.2019; GMP/EAEU/BY/0045-2021 Bin 25.02.2021; UP/1-530-10/18-03/06 sig
16.01.2020

Koutponb akocri Ta Bupaya A03BoNy Ha peanisayiio:

YKPAIHA, 04080 m. Kuis-80, syn. Kupuniscbka, 74; Ceipoutso npo arectauiio Ne 390 sig 22.01.2019

HNenaprancin
CKIAZCLRO)
NOHCTNKK

I i wr amiep
010181193
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Ten (044) 496-87-87, Ten /axc (044) 239-19-38, Ten /akc (044)49683-42, Ten, (044) 485-26-57 {uinopoGoso)

Ceprndikar axkocri Ne 040000092723

AHnTpanb®, Tabnetku, BKpuTi o6ononkoio, no 0,2 r, no 10 Tabnetok y Gnicrepi, no 3
Gnicrepu y nauyj
TTABJIETKA MICTUTL-AHTPATIO Y MEPEPAXYBAHHI HA CYXY PEYOBMHY 200 M (0,2 T)

Homep cepil 330521 Kpaita oTpumMysau: jl Yxpaita

Kinbkicte npogyxuii: 26.250 Tuc.ynak N2 Peectp. nocsigueHHn; UA/6893/01/02

Dara supo6HuiiTea: 05.2021 Tepmit gil peectp. NocsiguenHn:  HeoBMeXeHNit

AHani3 BUKoHaHuiA no: MKA 113 go PI1 NeUA/6893/01/02, smitn sig 07.10.2020 p.

HalimeHyBaHHs noKasHuKis Bumoru AHZ{cneuundikauyi) Peaynbtatu Bunpo6ysasn
Onuc Tabnetku Kpyrnoi Gopmu 3 4BOONYKIOI0

noBepxHelo, BKPWTI NAIBKOBOIO 060M10HKoK
TEMHO-UePBOHOIC Kosibopy Bignosigae
lpenTndikauin S
aHTpanb YnoTpadioneToBmii ceKTp NormMHaHH: pO34KHY,

fIPUrOTOBAHOTO ANA KifbKICHOro BU3Ha4eHHA, B

5, obnacri Big 250 um o 400 HM noBMHEH MaTh
MaKlCl/IMyMVI 33 AOBMUH XBU/Ib: Bignosigae
285 £ 2 Hm ¢ 286 Hm
334" * 2 Hm 335 Hm

i
Ha xpomatorpami Bunpo6osysaHoro posyuHy,
OAePXaHiil NPU BU3HAYEHH] CYNPOBIRHNX HOMILLOK,
Mae BUABNATCA OCHOBHA MfiAMa 33 KOAbOPOoM Ta

po3mipom signoeigHa naami Ha Xpomatorpami

po3uuHy nopisHﬂHﬁﬂ (a) Bignosigae
AMOMIHIN XapaxTepHa peakuia Bignosigae
CepegHsa maca Bin 0,449 r po 0,497 r (0,473 £ 5 %) 0,474 r
PosyunneHHa Kinbkicts aHTpanio, wo nepetiuna Y PO3UuH yepes

60 xs, mae 6yTu He meHwWe 70 % (Q) Big

3a3Ha4YeHoro B posgini "Cxnap” Bignosigae
Aepocun He 6inbwe 5 % 2%
OpgHopigHicTe gozoBannx Mae ButpumyBaty Bumory
OAnHMLbL Y B \nae
- . . ] Aenaprase,
CynposigHi gomituky Hogatkoea nnama - He GinbLue 0,8 %,6ygb-a CRIld1GuKo)

) HOHC 14
nnAma - He Ginbue 0,2 % Bi

Lite oo ae
o "(’31;" . ULty
Mikpo6ionoriuna yncrora 3 150 Baag
3aranbHe uncio aepobHUX Kpurepiii npuithaTHocti: 1000 KYO/r
mikpooprahismis (TAMC) * *
3aranbHe YMCNo AphKIKOBUX Ta Kpurepiit npuiinstaocti: 100 KYO/r
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Ten, (044) 498-87-87, TenJdakce (044} 239-19-38, Ten/daxe {044)48689-42, Ten. (044) 485-26-67 (ulnopoboso)

niichasux rpubls (TYMC) * *
Eschetichia coli * BigcytHictbB 1 1 ¥

KinbkicHe BU3HaueHHA

aHTpanb Big 0,190 r go 0,210 r & oaHiit Tabnety| 0,195 r/ta6
Ynakoska Mae signosigatv sumoram Bignogigae
MapkyBaHHa Mae signosigaTtu sumoram Binnogipae
TepmiH npuaaTHocTi: 3 poku Jo 05.2024

YmoBu 36epiranna: 36epiratn 8 opuriHanbHiii ynakosui npu Temnepatypi He Buwe 25 °C.

KomenTapi:

*Ha nlncragl nepioguuHoro Koutponio. lpore mu nigTeepgxyemo sigriosigHicTs gaol cepli sumoram HA
3anBa npo ceprudirauiio:

Lum 5 sacsiguyio, wo suijeskasana iHdopmauis € goctosipHolo | TouHolo. Lo ceplio npopykuii 6yno supobneHo (sknioyatouu

ynaKkoeky/MapKkysaHHA) Ta APOBEAEeHU KOHTPONB 1f AKOCTI Ha HKYeBKasaHiii Ainbruul 8 noeHilA signosigHocti go sumor GMP,

BCTAHOBNEHUX MICLI@BUM PErynATOPHIM OpraHoMm, a TakoX Y einnosigHocrti i3 cneumcbiKaLu'a HeXQAgwpCa y peectpalliiHomy

Rocbe/Toprosol niensii. MpoTtokonu spoGHMLTEA, nakysaHHa Ta aHanisis dynu nepe/'%/va B 4 sigriosigHictb GMP.
48/ Yhog

Hl
&
no BawefAN\S
. - s &) 0Co0la k
HozsoneHo go peanizauli / go sigBanTamenns & | Quat Lo g
YnosHosaskeHa ocoba — MposigHunii lxerep BCTaBI KpasyeHko C.M. = O A o 25.06.2021
it K WA xon /
Bupo6uuua ainbuniua: \;_%A"W“O" 34%“1";3 8cuma bq':;,/
YKPATHA, 04080 m. Kuie-80, syn. Kupunlacbka, 74; NiteHsia Ha BupobruuTso AE N2 8 w 15;
Ceprudikar GMP Ne075/2019/GMP sig 10.10.2019; GMP/EAEU/BY/0045-2021 Bif 25.02,2021; UP/1-530~10/18-03/06 sig
16.01.2020

Kontponb sakocri ta Bupava gossony Ha peanisanjto!
YKPAIHA, 04080 m. Kuis-80, sys. Kupuniscbka, 74; Csigourso npo arecraulio Ne 390 gig 22.01.2019
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Ten. (044) 496-87-87, Ten./parc (044) 238-18-38, Tendaxc (044)40688-42, Ten. (044) 485-26-57 (uinogoboso)

Ceprudikar axocri N 040000092737

Autpanb®, Tabnerku, Bkputi o6ononkoio, no 0,2 r, no 10 rabnerok y 6nicrepi, no 3
6nicrepu y navui
1TABJIETKA MICTUTb AHTPAJIO ¥ MEPEPAXYBAHHI HA CYXY PEYOBIHY 200 Mr (0,2 )

Homep cepil: 340521 Kpaina oTpumysay; Ykpaina

KinexicTe npogykuji: 26.832 Tuc.ynak. N PeecTp. noceigyeHHs: UA/6893/01/02

fata supobruyrea; 05.2021 Tepmin ail peecTp. noceigueHHs: HeobMexeHnit

AHani3 suKoHaHui no: MKA N3 go PN NeUA/6893/01/02, 3minm Big 07.10.2020 p,

HaimeHyBaHHA nokasHnkis Bumorn AH[(cneundixayii) Pesynsrarn Bunpobyeare
Onuc " TabneTkun Kpyrnoi Gopmu 3 [BOOMYKNOI0

. nosepxHeio, BKpWTI NiBKoeol 060N0HKOK

TEMHO-YEepPBOHOro Konkopy Bianogigae
InenTudikauyin
aHTpanb YnbTpadioneToBuii CNeKTP NOrMMHAHHA PO3UMHY,
NPUrOTOBAHOro ANA KiNbKiCHOTO BU3HAYeHHA, B
obnacti Big 250 Hm go 400 HM NOBUHEH MaTK
MaKCUMyMW 38 QOBMUH XBW/b; Binnosipae
285 % 2 Hm 286 Hm
334 £ 2 um : 336 Hm
Ha xpomatorpami sunpoboeysaHoro posuuHy,
OfiepXaHiin Npu BU3HaYeHHI CynpOoBIAHWUX AOMILIOK,
MA€E BUABNATACA OCHOBHA NNAMA 3a KONbOPOM Ta
po3mipom signoeigHa nnami Ha xpomaTorpami
PO34MHY NOPIBHAHHA (a) Bipnoeigae
aniomiHin XapakTepHa peakuis Bianosipae
CepepnHa maca Bin 0,449 r po 0,497 r (0,473 £ 5 %) 0472r
PosunHeHHs KinokicTe anTpanio, uio nepeiiwna y posuny yepes
B0 xe, mae Gytu He meHwe 70 % (Q) sig
3a3HaveHoro B po3gini "Cknag" Bignosigae
Aepocwn He 6inbwe 5 %
OpHopigHicTe fozosaHux Mae sutpumysatu Bumoru
OAuHULb
CynposigHi gomiku lopaTtkosa nnama - He Ginswe 0,8 %,6ygab-a

nnama - He 6inbwe 0,2 %
MikpoGionoriuna uncrorta

3aranbHe Yucno aepabHUX Kputepiin npuitnatHocti: 1000 KYO/r
mikpoopraHismis (TAMC) * ’ =
3aransHe yicno ApikAKOBKUX Ta Kputepii npuithatHocri: 100 KYO/r
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Ten. (044) 456-87-87, Ten./panc (044) 238-18-38, Ten./daxc (044)49889-42, Ten. (044) 485.26-57 (ulnopotioso)

nnicHasux rpubis (TYMC) * *
Escherichia coli * BigcyTHicTb B 11 Y

KinbkicHe Bu3HaueHHA

aHTpans Big 0,190 r ao 0,210 r & ogHii Tabnertyj 0,193 r/rab
YnakoBka Mae sipnosigat sumMoram Binnosinae
MapkysaHHs Mae eignosigati Bumoram Binnosinae
Tepmin npuaaTHocTi: 3 pokn lo 05.2024

Ymosn abepiranna:  3Gepiraru & opurivansHii ynakosui npu Temnepatypi He euwe 25 °C,

Komenrapi:

*Ha nigcrasl nepioguytoro KoHTponio. MpoTe mu nigTeepaxyemo sianosigHicrs gatol cepii eumoram HJj
3anBa npo ceprudikauio:

Lum A 3aceigyyio, wo suweskasaHa indopmauia € gocroeipHolo i ToyHow. L ceplio npoaykuii Gyno supobnexo (BKNIOYaKOYN
YNaKoBKy/MapKyBaHHA) Ta NpoBefeHWi KOHTPOAb 1f AKOCTI Ha HUKYeBKasaHii ainbHMLi B o BignosigHocTi ao eumor GMP,
BCTAHOBNEHUX MICLEBUM PerynaTOPHUM OPraHoMm, a TaKoX y BifnoslaHocTi iz cneyundikauiamu, agi: ATBCA Y peecTpaliitHomMy
AocbelToproeoi niuensii. NMporokony BupobHKLTBa, NakyBaHHA Ta aHanisis Gynu nepesipeHiIA @ Ma,signosigHicts GMP.,

E

; g
Jossoneno fo peanisauii / go sigpanTamenHs L e 2
YnosHoBsaxeHa ocoba — lNposiaHui ixeHep BCtaBrl KpasueHko C.M. Person | 5 25.06.2021

A

Bupobuuua ginsHnysa: *) Iﬂfég:ﬁfjmm

YKPATHA, 04080 m. Kuis-80, syn. Kupuniacska, 74; Niyeuxsis Ha BupobHuuTeo AE N 63 B0 2
Frgpn O

Ceprudikar GMP Ne075/2019/GMP sip, 10.10.2019; GMP/EAEU/BY/0045-2021 slig 25.02. <530-10/18-03/06 ein
16.01.2020

Koutpons akocri Ta Bugaua possony Ha peanizauyiio!
YKPAIHA, 04080 m. Kuie-80, Byn. Kupuniscbka, 74; Ceigourso npo atecrauio Ne 390 sig 22.01.2019
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Ten. (044) A86-B7-87, Ten./parc (D44) 230-18-38, Tentbake (0444966942, Ten. (D44) 4B85-26-57 (ulnogobosa)

CeprudikaT axocti N2 040000094350

l

Autpans®, Tabnetkn, expuTi oGononkoto, no 0,2 r, no 10 rabneTok y Gnicrepi, no 3
6nicTepu ¥y nayui
1TABNETKA MICTUTD AHTRATIO ¥ NIEPEPAXYBAHHI HA CYXY PEYOBWHY 200 MT (0,2 1)

Homep cepil: 400821 Kpaita oTpumysa; Yrpaina

KinbxicTe npogyxuii: 25.159 Tuc.ynak. N2 PeecTp. noceiguentA: UA/B893/01/02

Data supobHuuTea: 08.2021 Tepmin pii peecTp. nocsiguenHs:  HeoBmexenni

Awanis eukonanni no: MK 3 go PI NeUASBBA3/01/02, aminv sig 07.10.2020 p.

Halimesypanusa nokasHnKie Bumor AHA{cneundiranii) Peaynutata euRpaGyEatb
Onuc 'i;élﬁnemm KRYTACT opMn 3 BOOAYKAOIO

ncRepXHED, BKPUTI NIEKCBOI 0OoNoHKo

TeMHO-UePEOHOID KoRLORY Bignoeigae
laenmdikauia
aHTpank Y¥nevpadioneToBUA CREKTR NOFANHAHHA PO34NHY,
APMIOTOBAHOMO AAA KiIfbKICHOTS BU3HAYEHHS, B
cBnacti eig, 250 um po 400 nv noenken Mat
MAKCAMYMM 28 AOBHWE XBWNb! Bipnoeigae
285 1x 2um 287 um
334 £ 2 um 334 Hm
Ha xpomatorpami BMNpoSoByBaHOTO PORUNHY,
opepxaHiit Npy BUsHaYeHH CYNPORIAHM NOMILLOK,
MaE BUABAATICA OCHOBHA NARAMA 33 KOALGPOM Ta
posmipom eignosigHa nnami Ha xpomatorpaml
PG3UMHY NMOPIBHAHHA {3) Bignoeinae
anoMiHif XapaktepHa peakuia Bigniosigae
Cepepns maca Bin 0,448 1 go 0,497 r (0,473 £ 5 %) 0477 r
PozunHeHHA KinexicTi: aHTpanio, o nepefiluna y po3uvH 4epes
- 60 x8, mac Gyt He meHwe 70 % (Q) eig
" 3a3HaveHoro B po3gini "Crnag” Bianopigae
Aepoonn He Binpwe 5 % 2%
OgHopigricTh Bo30BaHMX Mae BuTprMYBaTIA BUMOTN
OAVHVLE
CynpogigHi gomiwxni JopatkoBa nnama - He Binkwe 0.8 %,6yab-axa e

nnAmMa - He Ginbwe 0,2 % o D

L".’l,‘f,f;(), et
0 Bignosi 28

[N

Mixpobionariuna wicroTa

3aranbHe YICHo aepobHux Kputepin npuansaTtHocti: 1000 KYOfr

mikpoopraHismis {TAMC) *

3arancHe YOO APDRAMKOBWX Ta Kpurepiih RpuiHaTHocTi; 100 KYO/r



mapmé@

DAPMAK
Ten, (044) 423-87-87, Tendbane {044) 239-19-38, TenJdbarc {044)49688-42, Ten, ({092) 4B5-26-67 {uinosobopo)
nnicHagux rpubie (TYMC) * *
Escherichla coli * BlacytHicTe B { ¢ *
Kinskicue Buznanenns A
aHTpanb Bin 0,180 r go 0,210 r e ognin Tabnerui 0,205 rirab
Ynakoexa Mae signosinam sumoram Bignosigae
Mapkyranna Mae signorigath symoram Bianosigae .
Tepmin npupatsoct; 3 paku Ao 06.2024

Ymoeu 36epiranin;  36epiratu & opurlHansHin ynaxosui ripy Temnepatypl He emye 25 °C.

KemenTapi:

*Ha nigcrasi neplogwunoro KoHTpOn. TpoTe mu nigreepaxyemo signosigHicTs gamol cepii rmmoram Hf
3anea npo cepmdiranio:

Uum 2 3aceiguyn, wo suweskazaHa inbopmania e gocToslpHo | TouHGID, Uo cepho npogyxuil Gyng
YNaKoBRY/MApPKYBAHHA) Ta NpOBeACHN KOHTPOAL i AKOCTI Ha MIDKYeBKa2aHIN giRbHMLI B nosH
BCTAHOBNEHWX MICLIEBMM DETYNATOPHAM OPraHoM, & TaKowN ¥ Bignosiguocti 13 cneumdlkauinmm 4
Rocse/TOproeai Rivenzii. Npotokonu BUPROBHULTEA, NaKYRaHHA Ta ananizie Bynn nepesipexi ,;-

upobnedo (BrawYaoum
SAroRARIRY go emmor GMP,
B3 q

Hezeoneno po peanizauii [ ga sigeanTamenas
¥nosHosaxena ocoba ~ Npoeigmi iHxenep BCTaBN Kpaeyexre C.M.

BupoGuuua ginbuuus;

YKPATHA, 04080 m. Kuis-80, BYN. Knpunieceka, 74; fliuensia ua supoBuvurao AE Ne 637430 Bip 07.04; ;

Ceprugikat GMP N2075/2019/GMP eig 10.10.2019; GMP/EAEU/BY/0045-2021 ein 25.02.2021; UP/1-530-10/18-03/06 eig
16.01.2020

Honrpone akaei 7a Bugaua goasony va peanizayio;
YKPAIHA, 04080 wm. Kuis-80, eyn. Kupuniscoka, 74; CRigouTeo Npo atecrauiio N2 390 sig 22.01.2019
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OAPMAK

Ten. (044) 496-87-87, Ten.fpakc (044) 239-15-38, Tenpare (04414968942 Ten. {044) 485-26-57 {unopoboen)

Ceptudikar akocri N2 040000104318

AHTpanb®, Tabnetkn, BKputi o6ononkoio, no 0,2 r, no 10 tabnetok y 6nicrepi, no 3
6nicrepun y nauui
1TABNETKA MICTUTb AHTPANIO ¥ MEPEPAXYBAHHI HA CYXY PEYCRMHY 200 Mr (0,2 T)

Howmep cepil: 400922 KpaiHa oTpymyBauy: YKpaiHa
KineKicTh npoaykui; 23.817 Tuc.ynak. N¢ PeecTp. NOcBigUEHHA; UA/B893/01/02
fata supoBHuUTBa: 09.2022 TepmiH Aii peecTp. NOCBiAYEHHA:  HeoBMexeH i

AHaniz BUKOHaHWA no: MKA N3 no PN NOUA/G893/01/02, 3minn Big 27.08.2021 p.

HailimeHYBaHHA NOKa3HNKIB Bumoru AHA{cneyndixauii) PesynbTaTv BUnpobysaHb

Onuc TabneTky Kpyrnoi ¢opmu 3 ABCCNYKICKD

noBepxHelo, BKpWUTI NNiBkosoe oBonoHKow

TEMHO-YEPBOHOro KOonbopy Bignoginac
lpenTngikauin
aHTpano YneTpadioneToBUA CNEKTP NOTAWHAHHA PO3HUHY,
MPMIreTOBAHOrO ANA KiNbKICHOTO BM3HaYeHHH, B
obnacti s8ig 250 HM ao 400 HM NOBWHEH MaTK
MAKCUMYMI 33 AOBKWH XBUMD: Bignoginac
2851 2 Hm 287 Hm
334 £ 2 um 334 Hm
Ha xpomatorpami BUNpoBoByBaHOTO PO3UNHY,
ofiepKaHi NpPY BM3HaYeHHI CYNPOBIAHNX AOMILLIOK,
MAE BUABNATYICA OCHOBHA NAAMA 33 KONbOPOM Ta
po3MipoM BiANOBIAHA MAAMI HA XpoMaTorpami
PO34MHY NOPIBHAHHA {a) Bignoeinac
AnoMiHIn XapaKTepHa peakuin Bignoginac
CepeaHa maca Bin 0,449 r ao 0,497 r (0,473 £ 5 %) 0479r
Po3unHeHHA KinbKicTb aHTpanio, Wo neperiuna y po3ynH Yyepes
60 xB, mac 6yT He meHwe 70 % (Q) Big
3a3HayeHoro B po3gini "Cknan" Bignoginac
CaHopigHICTE A030BaHUX Mae BUTpUMyBaTV BUMOTH
CAMHVLUb Bignoginac
CynpoBiaHi AoMilUKY dopatkoBa nnAma - He Ginblue 0,8 %,6yab-Aka
nnama - He Binbwe 0,2 % Bignoginac
MikpoGionoriuHa yncrora
AepoBHUX MiKpoopraHismis KpuTepin npuiHaTHOCTI: 1000 KYO/r
(TAMC) E
ApixaxoBUX Ta NAICHABUX KpuTepin npuiHaTHocTi: 100 KYO/r
rpuéie (TYMC) * *
Cepmudbikam nidnucano enekmpotHuM niénucom D 040000104318

Crop.1 32



OAPMAK

Ten. (044) 496-87-87, Ten./bake (044) 239-15-38, Tendare {044149689-42 Ten. {044) 485-26-57 {wnopobora}

Escherichia coli * BincyTtHicTb B 1 T %

KinbKicHe BU3Ha4YeHHA

aHTpanb Bin 0,190 r ao 0,210 r 8 ofHiin TabneTui 0,199 rfTa6
YnakoBka Mae Bignosigath B¥Moram Bianoginac
MapkyBaHH# Mae Bignoeigatn B¥Moram Bignoginac
TepMiH npupgaTHoCT: 3 pokK o 09.2025

¥moBu 36epiraHHA:  36epiratk B opuriHanbHii ynakosUi Npu TemnepaTypi He sulle 25 °C.
KomenTapi:

*Ha niacTasi nepiognyHore KoHTpon. MNpoTe MU NiATBEPIKYEMC BiANOBIAHICTL AaHOl cepii Bumoram HA
3adBa npo cepTudikadiio:

Lum a1 3aceifguylo, WO BUILEBKa3aHa iHdopMaLia € AocTosipHole | TouHew. Lo cepilo npoaykuii 6yno supobneHo (BKAKDYaKUU
YNaKoBKY/MaPKYBaHHA) Ta MPOoBEAeHUA KOHTPOND Ti AKOCTI Ha HMXYEBKasaHii AinbHWUI B NOBHIM BignosigHocTi Ao sumor GMP,
BCTAHOBNEHWX MiCLEBUM PErymATORPHUM OPraHoM, a TakoX ¥ BiANoBIAHOCTI i3 ceundikaliamu, AKi 3HaXOAATLCA ¥ peccTpalifiHoMy
Aocbe/fToprogol Ailexsii. MpoTokonn BMPOGHWUUTBEA, NakyBaHHA Ta aHanizie Bynn nepeBipeHi Ta BCTaHOBREHA BIANOBIAHICTE GMP.

AossoneHo ge peanizadii / Ao BigBaHTaKeHHA

¥noBHoBaxeHa ocoba — MNpoeigHui iHxeHep BCTaBN KpaBueHko C.M. 21.10.2022

BupoSHuua ginbHULA:

YKPAIHA, 04080 m. Knig-80, Byn. Kupuniecoka, 74; NineHsia Ha BupoBuuuTeo AE N2 637430 gig 07.04.2015;
Ceptuoikat GMP Ne045/2022/GMP gia 25.08.2022; GMP/EAEU/BY/0045-2021 eig 25.02.2021; UP/1-530-10/21-03/13 8ig
28.10.2021

KonTponb AKOCTI Ta BuAavya Ao3BOAY Ha peanisadilo:
YKPAIHA, 04080 m. Knig-80, Byn. Kvpuniecoka, 74; CBigoutso npo atectauio Ne 390 gig 22.01.2019

Cepmudbikam nidnucano enekmpotHuM niénucom D 040000104318 Crop.2 32
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Ten. (044) 496-87-87, Ten./paxc (044) 239-19-36, Ten./paxc (044)49689-42, Ten. (044) 485-26.57 {uinone6oso)

Ceprudikar sxkocti Ne 040000105376

AnTpanb®, Tabnetku, BKpuUT obonoHkow, no 0,2 r, no 10 Ta6nerok y 6nicrepi, no 3
6nicrepu y nauyi
1TABNETKA MICTWTL AHTPASIIO Y MIEPEPAXYBAHHI HA CYXY PEYOBUHY 200 M- ©2n

Homep cepit: 541222 Kpaina otpumysay: Yxpaina
Kinskicrs npogykuyii: 25.505 Tuc.ynax. N2 Peectp. nocsiguenus: UA/6893/01/02
Hava Bupobruyrsa: 12.2022 Tepmit pii peectp. nocsiguenns:  HeobMexenun

AHanis suKoHaHuii no: MKA 113 go PN NeUA/6893/01/02, 3minu sig 27.08.2021 p.

HaliMenysanua nokasuuxis Bumory AHfl{cneuudikaufi) Pesynbrarut BunpoGypaus

Onuc Tabnetku kpyrnoi popmu 3 ABOONYKNOI
‘ noBepxHeto, BKPUTI NRiBKOBO0O 06ONOHKOK
TEMHO-UEPROHOTO KOMNLOPY Bianosigae
laenrudikarin
aHTpanb Ynvrpadionertosuii CNEeKTP NOTNVHaHHA PO3yuurHYy,
NPUroToBaHOro AN KiNbKiCHOro BUsHAUEHHA, B

obnacri 8in 250 Hm 40 400 HM nosuHen MaTti

MaKcmymut 3a JIOBXUH XBUSb: Bignosinae -
285+ 2 um © 287 um
33412 um 336 um

G s Ha xpomarorpami BUNpoboBysaHoro PO3YuHy,
4 OAEPXKaHIN NpYU BUIHaYEHHI CYNPOBIAHUX AOMILIOK,
Ma€ BUABMATUCA OCHOBHA NNAMA 3a KONLOPOM Ta

po3mipom BignogigHa nnami Ha XpomaTorpami

PO3unHy nopisHAHHS (a) Bignoeigae
anomiuin - XapakrepHa peaxuis , Bianosigae
CepenHa maca Bin 0,449 r po 0,497 r (0,473 1 5 %) 0479

Pozuunenns Kinbkicre autpanio, wo nepeiina y posumn yepes
80 x8, mae 6yTu He meHwe 70 % (Q) 8ip
3a3HaveHoro e posgini "Cxnag" Bignosigae

Mae BUTPUMYBATN BUMOTN

_ Bianoslpae
Cynpoaigui o R :_‘“, Hopatkosa nnama - He Ginbwe 0,8 %,6ynb-ska
' nnama - He Ginswe 0,2 % Bignosigae

Mixpo6ionoriuna wucrora
Aepobrux MikpoopraHiamis Kpurepiit npuitnariocti: 1000 KYO/r
(TAMC) * *
Apbxmxosux ta nnicasux Kpurepin npwitnatHocti: 100 KYO/r
rpubis (TYMC) * *

Cepmutpikam nidnucaro ENEKMPOHHUM NIBNUCOM ID 040000105376

Crop.1 32
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Ten. (044) 486-87-87, Ten./paxc (044) 230-19-38, Ten./parc (044)49689-42, Ten. (044) 485-26-57 (uiono6oso)

Escherichia coli * BigcyrHictb B 11

KinbkicHe BUsHavenna

aHTpasb Bin 0,190 r go 0,210 r & ogHiit Tabnery; 0,198 rfrab
Ynakoska Mac signosigaty Bumoram Bignosigae
MapkyBaHHa A Mae signosigatu smoram Bignoeigae
Tepmin npugarrocri: 3 poku Do 12.2025

Ymosu 36epirannn:  36epiratu g OpuriHanLHiA ynakosui npu temnepatypi He suwe 25 °C,
KomenTapi:
*Ha nincrasi nepioguunoro KOHTponio. Mpore My nigrsepmxyemo BignosigHicts AQHOT cepil BUMoram HA

3ansa npo ceprudikayiio:

Lium a saceiguyio, wo suweskasaxa iHhopmallin € JOCTOBIPHOIG | TouHOIO. Uio cepito npogykuii 6yno BupobneHo (Bknioyatoyu
ynakoBKy/MapKyBaHHs) Ta nposeaeHuii KOHTPOML i AKOCTI Ha HWKYEBKasaHIi AinbHULI B MOBHIN BignosigHocti 4o Bumor GMP,
BCTAHOBNEHNX MICLEBUM PErYNATOPHUM OPraHoM, a Takox y BifnosiarocTi i3 cneuyndikauiamu, aki SHaXORATbCS Y peecTpauitHomy
Aocbe/Toprosol ailieHsii. MpoTokonu BUPOBHULTBA, NaKyBaHHA Ta aHanisis Gynn nepesipeni Ta BCcTaHoBReHa BiNoBigHicTs GMP.

BossoneHo go peanisauyii / Ao BigBaHTaXKeHHA

YnosHosaxeHa 0coba — MposiaHui iHxeHep BCraBMN Kpasyerko C.M. 25.12,2022 -

Bupo6Huua pinbhuga:
YKPATHA, 04080 m. Kuie-80, syn. Kupunisceka, 74; Mlitensia Ha BUpo6HMUTEO AE N2 637430 8ip 07.04.2015;

Ceprudikat GMP Ne045/2022/GMP sin 25.08.2022; GMP/EAEU/BY/0045-2021 sig 25.02.2021,; UP/1-530-10/21-03/13 sig"
28.10.2021

KoHTponb sikocri va am.qgmé £O3BONY Ha peanizayio:
YKPAIHA, 04080 m. Kuis-80, syn. Kupunisceka, 74; Caigoutso npo atecratiio Ne 390 sin 22.01.2019

Cepmudpikam nidnucano enekmporrum nidnucom ID 040000105376 Crop.2 32
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Ten. (044) 496-87-87, Ten./pac (044} 239-19-38, Ten.Aparc (044)49685-42, Ten. {D44) 485-26-57 {uinono6ono)

Ceprundikar akocti Ne 040000105385

AHTpanb®, TabneTKn, BKpuUTi o6omotkore, no 0,2 r, no 10 Ta6neTtok y 6nicTepi, no 3
Gnicrepu y nauni
TTABIIETKA MICTUTL AHTPAIIO Y MEPEPAXYBAHHI HA CYXY PEYOBMHY 200 MI 0,21

Hamep cepir: 551222 Kpaina oTpumysau; YkpaiHa
KinbKkicte npeaykuit: 25.862 Tuc.ynak. N2 Peectp. nocsinueHHa: UA/6893/01/02
fata supoHuytea: 12.2022 Tepmin gii peecTp. nocriguenHa:  HeoBmexeruii

AHanis BUKOHaHWIT No; MKA 113 no PN NeUA/B893/01/02, 3mitm sin 27.08.2021 P.

HaiimenyBaHna nokazunkis Bumornu AHA(cneyudikayir) Pesynbratu BUnpo6GyeaHb

Onuc Tabnetkn kpyrnoi dopmu 3 ABOONYKNOK
NOBEPXHED, BKPUTI ANIBKOBOIR 0GONOHKOK
TEMHO-HEPBOHOTO KONbapy Bignosigae
lpeuTudikayis
aHTpank Y¥neTpagionetosuii CREKTP NOMRUHAHHA PO3YMHY,
NPUroToOBaHOro ANA KinbKicHoro BU3HAUEHHA, B

obnacti ig 250 um 80 400 Hm nosuHeEH maTk

MaKCUMYMM 33 DOBXKWH XBUfb: Bianosigae
28512 um 287 Hm
334 £2 um 334 Hm

Ha xpomatorpami BUNpoGoByBaHOro pPO3UrHY,
OfAepKaHii Npw BU3HaYeHHi CYNpoBigHUX OMILOK,
MAE BUABMATUCA OCHOBHA NNAMa 3a KOMMbOPOM Ta

PO3MIipOM BIgNoBigHa Nsmi Ha XpomaTorpami

PO3YUHY NOPIBHAHHA (a) Biarmoeigae
AMoMiHiiA XapaxTtepHa peakuis Binnosigae
Cepenna maca Bin 0,449 r po 0,497 r (0,473 + 5 %) 0,475r

PoayrHeHus Kinbkicte antpanio, o nepeiwna y posyux dqepes

60 xB, mae 6yTu He mMeHe 70 % {Q) Big

3a3HaqeHoro 8 pozgini "Crrag” Bignosigae
OaropigH Mae sutpumyraTi srmorn
O4UHUL b Bignoeigae
CynpoBigHi nomit _ ol Aogatkosa nnama - He Ginbwe 0,8 %,6yab-nika
A nnAMa - He 6inbwe 0,2 % Bignosigae
MikpoGionoriyna yucrora
AepobBHUx Mikpoopraniamis KpuTepiit npuitiathocti: 1000 KYO/r
(TAMC) * *
IpikaKoBUx Ta NAicHaRMX Kputepiti npuitnatrocti: 100 KYO/r
rpwbie (TYMC) * *
Cepmughixam nidnucaro eIeKMPOHHUM Nidnucom D} 040000105385 Crop.1 32
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Ten. {044) 496-87-87, Ten Fpakc (044) 239-18-38, Ten./daxc (044)49689-42, Ten. {044) 485-26-57 {yinopstora)

Escherichia coli * BifgcytHicTb B 11

KinbkicHe BusHauenus

aHTpans Bin 0,190 r no 0,210 r & ogwiit rabneryi 0,202 rfrab
¥Ynaxoeka Mae eignosinaTti Bumoram Binnosinae
MapkyBsaHHs Mae Bignosigat sumoram Bipnosinac
Tepmin npupatHocri: 3 poku fo 12 2025

Ymosu z6epirannn: 36epiratv & OpuridanbHiG YAakoeui npu Temnepatypi He Buwe 25 °C,
KomenTapi:

*Ha nigcrasi NepiofuuHero KOHTponto, lMpote mu NigTEEpAKYEMO BiANORIRHICTL AaHol cepii sumoram HJ
BanBa npo ceprudikauiio:

Hozeoneno o peanisauii / go BigBaHTaKeHHs

YnoBHoBaxeHa ocoba — MpogiaHuit iHxenep BCTaBI Kpasuenko C.M. 21.12.2022

Bupobuuua AineHra:
YKPAIHA, 04080 m. Knie-80, syn. Kupunisceka, 74; Niyerzia Ha BUpobHMUTEG AE Ne 637430 Big 07.04.2015;

Ceptudikar GMP Ne045/2022/GMP Big 25.08.2022; GMP/EAEU/BY/0045-2021 Bln 25.02.2021; UP/1-530-10/21-03/13 Big
28.10.2021

KouTponb akocri Ta BUAAYa fo3BONY Ha peanisayiio:
YKPAIHA, 04080 m. Kuie-80, Byn. Kupuniscoka, 74; Ceipourso npo aTectauile N° 390 sin 22.01.2019

Cepmudgpivam nidnucano enexmporHUM Nidnucom ID 040000105385 Crop.2 32
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Ten, {044) 486-87-87, Ten./baxe (044) 231938, Tenfdaxe ((44)49688-42, Ten. (044)485-26-57 (ulnafnbono)

Cepindikar akocri N 040000097677

3

Aurpane®, TabneTin, BxpuTi oGonoukoto, no 0,2 r, no 10 rabnetak ¥ Gaicrepi, no 3

Gricrepn ¥ nauni

1TABSIETEA MICTITE AHTPARIO ¥ NEPEPAXYBAHHI HA OYXY PEHOBMHY 200 M (0,2 ) -
Hovep cepii: 7z Kpaina otpumMysay: Yrpaina
KinbkicTs Rpogywuii: 24,889 Tuc.ynak, N2 Peccrp. noceiguenHa; LA/E893/01/02
fata evpobuuyTea: 122021 Tepwmin Al peecTp. noceiguanys:  HeoBmexenwi

AHanis BUKOHRHIA NG! MKA I3 go PN NRUA/GBAZ/01/02, amiun sig 27.08.2021 p.

HafimewyBsanua nakazunkie

Bamar ABG{cneyudisauii) PesyanTann emnpodyraup

Onuc

IgesTudikagia

aHTRans

anonminin
CepegHA maca

Po3unHerHa

-
OaHopigHicT go30BaHIY
OAUHYILL

Cynposigul goMiwxy

MizpoGionoriuma unctota
AepOSHUX MiKpOOPFaHismie
(TAMC) *

Dpi=axosnx Ta nNicHRBYWK
rpubie (TYMC) *

Tabnetkn Kpyraol Gopmy 3 ARSONYKAO
noBepXHelo, BKpMTI NAIBKOBOID 060ACHKCID

TEMHO-HEDBOHCTO KORBROPY : Bignosinae

YaeTpadionetoruA CNEKTPR NOTNUHAHHA PO3UWHY,
NPUICTORAHOINO AR KINBKICHOMO BUSHAYEHHA, B

obracti eip 250 tm ao 400 Hm noemHen mamm

MBKCUMYMI 33 JOBHKNH XBKAb: Bignoeigae
2858 % 2 um 287 um
334 £ 2 um 333 um

Ha xpomarorpami evnpoGosyeacro posuury.,
onepHanii NPy enHaYeHHl CYTIROBIgHIN: BOMIINOK,
MAE BUABAATNCH OCHORHA ANAMA 32 KOALOPOM T2

posmipom sipnepigtHa nhami Ha xpomaTarpam

pO34AHY NopiBHANKA (a) Bignosipae
XapakTepHa peakuin Eignosipae
Bin 0,449 1 go 0,497 r (0,473 + 5 %) 0474 ¢

Kinokicrs aHTpanio, Mo Repeiiung y posunH Yepes

60 %8, mac ByTu te mexwe 70 % (Q) sip

3a3HaueHoro 8 pospiai "Cenag” Bipneeigas
Mag suTpuMYBaTY BAMOIY

Bignosigac

Hogatkosa nRAMA - 1e Binbwe §,8 %,5yae-ska
nnaMa - He Biaswe 0,2 %

Kpurepitt npuiivarecti: 1000 KOfr

bty sehigi®
Ky A
SO 00457195

Kputepih npuinstaacti: 100 KYOfr



ol MR

Ten, {044) 406-B7-87, Tan.tfans (044} 239-19-28, Tentdaxe {44}40689-42, Ten. (044) 485-26-57 (ulnognbasc)

Escherichia coli * Binpgrmicke 11 &
Kinbricne snasaveHHn
aHTpans Bin 0,180 r go 0,210 r & oguiih TabneTui 0,197 rf7a6
Ynakoska Mae rignosipat evmMoram Bignioelgas
Mapryeauna Mae sipniosipati susoram Bipnoginas
Tepmin REWPATHOCT 3 porn Jo 12.2024 .

Ymosn abepiranna:  3GepiraTy e opuritasseiil ynakoayl npw Temnepatypi ue enwe 25 °C.

HomenTapi:

*Ha nipcrasi neplogudHOre KOHTROAC. MpoTe Ml NIETEepEMYEMO Binnosmﬂlma Banoi cepii sumoram HA
Zanga Apo coprndikaunio:

Uum 5 sacaiguyio, Lo sYweEKa3ana indopmalin € pocToeipuoio | Tounow. Lie ceplio npoaywuli 6yno snpofneno (sxmovatoun
YNAKOBKY/MADKYSaHHA) Ta NPOBRLEHMI KOHTRONL i RKOET] Ha HmkdesKasaHill ginkHnul B nosHii-signosiaxoct! go eumor GMP,
BCTAHOBASHNX MICUEBM BETYNATOPHIAM OpTaHOoM, a Takow ¥ signosipgHoctl i3 cneyndixaris nﬁ@fﬁm €A y peecipadiitiony
Aocbeftoprogoi aluewaii. MpaTokonn EnpobHMUTES, NakyeaHHA Ta ananiziz Gyan nepee CTaHORA a‘BR sipuicrs GMP.

A
i/ Yaoguop baey;

0
Hozecneto po peanizauli f op sippaTaXKeHHA g :‘G?)J Quales; 2
YrosHosaeHa ocoba ~ NiposigHni mxedep BCraBi fApemenkao B.B, % @/ / Iy 06.01.2022
BupoGuusa alnsHmua b%_“ o0s; L;;; Tode (J
YKPATHA, 04080 m, Kuie-80, eyn. Knpuniackira, 74; MiueHzia Ha supobHuuTes AE N2 63 %%ﬁ’cﬁlql&?-%
Capndivar GMP Ne075/2019/GMP sig 10.10.2019; GMP/EAELU/BY!0045-2021 sig 25.0G2. 202 1-530-10/21-03113 =ig,
28.10.2021

Koutponr AKGCTI 78 BMBAMa ROABCAY Ha peanizaufio)
YIKPATHA, 04080 m. Knie-80, syn. Kupuniaceka, 74; Ceigouteo npo arecrauio M2 390 sig 22.01.2019
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