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Ceptudikar akocti N2 040000117488

Koppaepia Tpio, Tabnerku no 8 mr/2,5 mr/10 mr, no 10 Tabnertok y 6nicrepi, no 3
6nictepn y nauui
TrabneTka MicTWTb nepusgonpuny TepT-Bytunaminy 8 mr, Wo ekaisaneHTHo 6,676 Mr nepuHgonpuny;

iHpanamigy 2,5 mr ta ampoauniny Gecxnarty 13,870 mr, Wo eksisanentHo 10Mr amnogunidy

Homep cepil: 10824 KpaiHa oTpumysau: Ykpaiia
KinbkicTb npoaykuii: 3.510 Tuc.ynax, N2 PeecTp. noceiguexHsn: UA/20547/01/03
Oata evpobHULTES: (8.2024 TepMiH i peecTp. nocsBiguenHs: 31.07.2029

AHani3 BUKOHaKWIA No: MKA N3 po PN Ne UA/20547/01/03 sig 31.07.2024 p.

HaiimeHyeaHHA noKazHUKis Bumorn AH[{cneyundikaniny PesynsTtatu BUnpobysaHb
Onuc Kpyrni geoonykni Tabnetku gig 6inoro go maike
Binoro konbopy Bianoeigae

lpeHTndikauia

Nepunaonpun Hac yTprmyBaHHA NiKy NepuHAONpUy Ha

XpomaTorpami BUNpoBoBYBaHOrO pO3YUHY Mac

CriBNajati 3 Yacom yTpUMYBaHHA Niky

NEPUHACNPAIY HAa XPOMATOrPamMi po3unAHYy

NOpiBHAHHA (a) Binnoeinae
Inpanamin Hac yTpumMyBaHHA MKy iHAanamigy Ha

Xpomartorpami BUNpoboByBaHOrO PO3YUHY Mag

CRiBNaaaTh 3 4acom YTPMMYyBaHHA Niky iHganamigy

Ha XpomaTorpami po3unHy nopiBHAHHA {a) Bignoeigae
Amnogunin Hac yTpymMyBaHHA MiKY amnognniny Ha

XpomaTorpami BUNPoOGOBYBaHOIO PO3YMHY Mae

criBnagari 3 Hacom YTpUMyBaHHA Niky aMnofunidy

Ha XpomaTorpami po3vKMHY NOPIBHAHHA (a) Bianosipae
MNepungonpun TepT-6yTUnamiH, Ha xpomarorpami BunpoboByBaHOro PO3YUHY
iHOanamig 1a amnoaunniH NPOABAAITLCA NNAMU, AKI 38 IHTEHCUBHICTIO
Becunaty 3abapBneHHA, BEMUMHOW | KoedilicHTom

yTpumysaHHa (Rf) signosigaloTs ocHoBHUM NnaMam

Ha XpomMaTorpami po3unHy nopigHaHHA {f) Bignoeipae
CepegHa maca TabneTkn Ta ogHOPIAHICTL Mack TabneTkn

04,1900 r go 0,2100 r 0,2018 r

32 ofHOpPIAHICTIO Macy TabneTkK NOBUHKI

gignosinatv sumoram JOY*, 2.9.5 Bignosigae
CynposigHi gomiwkn: nepuHgonpun repr-6yTnnamin, inganamig, amnogunin

ineHTMdiKkoBaHa aomiwKka Bn He Ginbuwe 0,3 % (Ha momeHT BUNYCKY). He
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binowe 1,5 % 0,0 % (<MB)
lgeHTudikosaHa gomiwka En He Binblwe 0,4 % (Ha momeHT BUNYCKY). He

binbwe 0,4 % 0,0 % (<MB)
laeHTUdikorana gomiwka Fn He Binblwe 0,2 % (Ha momeHT BUnycky). He

6inbwe 1,5 % 0,0 % (<MB}
tneHTdikosaHa gomiwka Cn He Ginbwe 0,1 % (Ha momeHT BUNYCKY). He

6inbwe 0,6 % 0,0 % {=MB)
tneHTndikosaHa gomiuka Dn He Ginbwe 0,1 % (Ha momeHT BUNYyCKY). He

Ginbwe 0,6 % 0,0 % (<MB)
inenTudikoeaHa pomillka Da He Ginbwe 0,3 % {Ha MmomeHT sunycky). He

Ginbwe 0,5 % 0,0 % (<MB}
lneHTUdikoBaHa gomilka Ea He Ginbwe 0,15% (Ha momeHT Bunycky). He

Ginbwe 0,5% G,00 % (<MB)
l[nenTudikoraHa pomiwka Fa He 6inbue 0,15% (Ha momeHT Bunycky). He

Ginbwe 0,5% 0,00 % {<MKE)
lnerTndikopaHa gomilka Aa He 6inbwe 0,15% (Ha momeHT Bunycky). He

Binelwe 0,5% 0,00 % (<MB)
lperTndikoBaHa gomitika B1 He Binbe 0,3 % (Ha MomeHT Bunycky). He

Binbwe 1,0 % 0,1 %
KoxHa HeigeHTuikosaHa He Binbwe 0,2 % (Ha momeHT Bunycky). He
JloMmilLKa Binbwe 0,5 % 0,1%
Cyma HeigeHTUdIKoBaHHMX He HopmyeTbea {Ha momeHT Bunycky). He Ginbwe
NOMILIOK 2,0% 3,1 %
Cyma ycix qomilok He 6Ginbwe 2,5 % {Ha momeHT BURycky). He

HOPMYETLCA NROTArOM TepMiHY 36epiraHHA 0.1%

Pos4uHeHHA

nepuHgonpun TepT-GyTrunamid BianoeigHicTL 33 TPLOMA PIBHAMN OLIHIOBAHHA 3

ypaxysaHHam Q = 75 %:81 (6 Bunpobysanux

oauHUUEB): He meHiue 80 % AnA KoXHOT opUHNALEL.S2

(6 BMNPOGYBAHWX OOUHULL): CePeHE 3HAYEHHA i3

12 ognHuub (S1+S2) gopisHioe abo Ginbwe 75 %, i

Hemag xoAHol ogMHWUI 3i cTyneHem Po3drHEeHHA

meHwe 60 %.S3 (12 srnpobysaHux ogvHMLb),

cepefHe 3HaveHHA i3 24 oguHuupb (S1+52+33)

JopieHioe abo Ginowe 75 %, | He Binbwe 2

OAMHULD MalTE CTYriHb po3YMHEHHA meHwe 60 %, i

HeMaEe }OQHOoI OMHWLL 3i CTyNeHem Po3UKHEHHA

wmeHwe 50 % 97 %
iHBanamig BignoeipHicTe 3a TpbOMa PIBHAMW OLIHIOBAHHA 3
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ypaxyeaHHam Q = 75 %:51 (6 sunpobysaHux

oaunHKLb): He meHwe 80 % ana KoxHoOT ognHULI.S2Z

(6 BMNpobyBaHWX OOWHULB): CepefHE 3HAYSHHS i3

12 opuHuus (81+32) gopisioe abo Ginblie 75 %, i

HEeMAE MOAHOT OfMHWLY 3i CTYNeHem pPo3UNHEHH:

meHwe 60 %.S3 (12 BunpoysaHux oguHALL),

cepefHe 3HaueHHs i3 24 oguHuye (ST1+52+33)

AopisHie abo Ginbwe 75 %, i He 6inbwe 2

OMHWLb MalOTh CTYMiHL PO3UMHEHHA MeHwwe 60 %, i

HEMAE XOAHOI 0AUHNUI 3i CTYNEHEM PO3SYNHEHHS

meHwe 50 % 88 %
amnoaMniH BignosigHictb 3a TpbOMa piIBHAMK OLIHIOBAHHA 3

ypaxyeanHAM Q = 75 %:S1 {6 sunpobysaHunx

OAWHULE): He meHle 80 % nna koskHol oguHKui,S2

(6 BUNPOOYBaHUX OQUHULL): CepeHE 3HAUYEHHA i3

12 oguHnue (S1+S2) popienioc abo Sinblue 75 %, i

HEMaE€ XKOAHOT OgUHUL 3i CTYNEHeM pPO3YMHEHHSR

meHwe 60 %.53 (12 sunpobysaHux oguHiLs),

cepegHe 3HayveHHs i3 24 ognHuye {31+52+83)

nopisHioe abo Ginblie 75 %, i He Ginbwe 2

OAWHWLb MAKOTL CTYNiIHE PO3UMHEHHA MeHwe 60 %, |

HeMaE KoAHOT OAUHKLI 3i CTyNeHeM po3UMHEeHHs

meHwe 50 % 83 %

OpgHopiARICTE A030BaHUX OAMHULL

NepPWHBONPUN TepT-GyTunamii | - ana nepwnx 10 oguHULE npuiManeHe Yycno He

nepesuwye 15,0 %.[l - gna 30 oguHMue:

npuvimManbHe umcno He nepesvwye 15,0 % i

PEe3ynLTaT KOAHOT O30BAHOT O4MHUVLI He MeHwWwe

0,75 M i He Ginbwe 1,25 M Bianosigae
amnoguniy | - anAa nepumx 10 OAMHWLL NPUAMANEHE YWUCHo He

nepesuwye 15,0 %.I1 - nna 30 o,qﬁku,b:

npuMantHe Yncno He nepeenye 15,0 % i

pesynbTaT MoQHO! BO30BaHOT OAWHWLL He MeHLie

¢,75 M i He 6inbwe 1,25 M Bianominae

OAHopIAHICTL BmICTy Ailovyol peYoBUHY B 0ANHULI AO30BaHOrC NiKapcbKoro 3acoby

iHEZanamig [ - ans nepwwux 10 oguHMUBL: BMICT Y KOXKHIA

A020BaHIA 0AMHULI 3HAXOANTBCA B Mexax Big 85 %

4o 115 % sig cepegHboro emicty. |l - gna 30

OOMHWLL: BMICT He BinelW AK B O4HIA oounHWL

Cepmudhikam nidnucaHo efexmpoHHUM nidnucom ID Q40000117488 Crop.3 34




oo IR

Ten. (044) 486-87-87, Ten./paxc (044) 239-19-38, Ten.Sdaxr {044)49689-42, Ten. (044) 485-26-57 (uinogoboea)

BUXOQNTL 3a mexi 8ig 85 % no 115 % i B xoanin

OAUHULI He BUXOAUTE 3a Mexi Bin 75 % go 125 %

Bif cepeHLOro BMicTy Bipnosigae
Mikpo6ionoriuia uncroTa
3aranbHe Yncno aepobHKUx Kputepin npuianatHocti 1000 KYO/r
MikpoopraHizmie {TAMC) 0 (meHwe 100)
3aranbHe YMcno OqpBhKAKOBMX Ta KpuTepii npuiiHsTHoCTi 100 KYO/r
nniceHeswx rpubis {TYMC) 0 {meHwe 100)
Escherichia col BigcytHicte 8 11 BimcyrHi
KinbKkicHe Bu3HaueHHA
nepuHAoNpun TepT-GyTunaminy 7.60 mr/Tabn. - 8,40 mr/Tabn. 7,93 mriTad
iHaanamigy 2,38 mrirabn. - 2,62 mr/rabn. 2,47 mr/Tab
amnogunidy 9,50 mrfrabn, - 10,50 mr/tabn. 9,87 mriTab
Ynakopka Mae eignosigaTut BUMOTram Bignosinae
MapkyBaHHa Mae Bignoeigatu eumoram Bianosinae
TepmiH npngaTHOCTi: 2 poku Oo 08.2026
¥moeu s6epiranna;  3bepiratn npy Temnepatypi He Buige 30 °C B OpUriHANEHIA ynakoByi. 36epiratk y HefloCcTynHoMy ans

adited micui.
KomeHrapi;

Hozein MO3 Ykpainu Ne24-04/36772/2-24 sipn 24.09.2024p
3anBa npo ceprTudikauiio:

Uum 51 3acBigyyio, Lo BUUleBKasaHa iHdopmalia € AocToBipHO | TouHolo, Lo cepilo npoaykuii 6yno eupobdneHo (BKYakoun
ynakosKy/MapKyBaHHa) Ta NpoBefeHnil KOHTPONL Ti AKOCTI Ha HUK4EeBKasaHii AiNbHLE B NOBHIA BiNoBIAHOCTI o Bymor GMP,
BCTaHOBMEHMX MICLIEBUM PEFYNATOPHUM OPraHOM, a TakoX Y BiANCBIgHOCTI i3 cneyudikayismi, Ak 3kaxogaToca Yy peccTtpauinHomy
ROChE/TOProBol nilensil. MpoTokonu BUPOBHWULTEE, NaKyBaHHA Ta aHani3ie 6yni nepesiperi Ta BcTaHoBNEHa signosighicts GMP,

AossoneHo o peanisauii / no BigsaHTaxKeHHA
YnosHogaxeHa ocoba — MNpoBigHui imkeHep BCraBl fipemeHko B.B.

26.09.2024
gl 1og
cods
00481198

Bupo6Huua ginbHuya:

YKPAIHA, 04080 m. Kuis-80, syn. Kupunisceka, 74; fliueHsin Ha supo6ruurso AE Ne 637430 sip 07.04.2015

Kourponb AKocri Ta BUgaya Ao3BONY Ha peanizalio;
YKPAIHA, 04080 m. Kuie-80, syn. Kupuniscbka, 74; Ceinoureo npo atectauiio Ne 390 sig 22.01.2019
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