JNIEPKABHA CJIYKBA 3 JJIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTUKAMH Y KHIBCBHKIN OBJACTI

nipos. Ceitomunoi Hanii, 3, m.Knis, 02099, Tern/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BUCHOBOK
Nnpo AKicTL BBe3eHOro B YKpaiHy JikapchbKoro 3aco0y

03.05.2024 Ne 15318/24/10

HNEOUNHAK®

(HaliMeHyBaHHS TiKapchkoro 3aco6y 3TiIHO 3 PeECTpailifHiM TTOCBIAYCHHSM)
NopomoK 1ist opaibHoi cycnensii 100 mr/5 ma 1 ¢paaxkoH 3 mopomKoM ist IPArOTyBaHHA 100
MJI cycrensii; mo 1 ¢g1akoHy 3 MipHEM CTAKaHYHKOM Ta MiPHOI0 JIOKKOI0 B KAPTOHHIMH
ynaKkoBIi

(dpopma BUMYCKY, HO3YBAHHS, BU TIAKYBAHHA JIIKapCBKOTo 3aco0y)
Homep peectpauiitroro nocsiguenns UA/16758/02/01 ctpox mit peectpauiittoro nocsinuenns 01.01 2099
Cepis nikapcbkoro 3acoby Ne KCSB23005 KinekicTs BBe3eHOTO Nikapehkoro 3acoby 12048

Bupobuuk Hexrap Jlaiidcaitncis Jlimiten-FOuit VI, Inmis
(WaitMenyBanHs BUpoOHUKA Jikapcbkoro 3acoly, kpaiHa TTOXOIKEHHS)

Beesero B Vkpainy TosapucTBo 3 00MeKeHO00 BignmoBigaasHicTIo ""ABPUJI ®APM",
inenr. xon: 38925845

(uaiiMeryBaHHs Ta ko1 3a €JIPTIOY ropuanuroi ocoGu aGo nipissule, iM's, 110 6aTbKOB] (3HUHOT
ocoG¥ - mixmpuemus, i Micue TPoKUBAHHS Ta peecTpatlifiHui HoMep 0GNIKOBOT KApTKH MiTaTHHKA
noaatkis abo cepist Ta HOMEp NacropTa)

TMpoTokon Bisyameroro koutpoo sia 04.04.2024 Ne 0760/4.

JlabopaTopHUii aHaji3 AKOCTI JiKapcbKoro 3acoby 3ailicHeHMH:

JITT "LlenTpansHa 1abopaTopis 3 aHali3y SKOCTI JIKapChbKUX 3aco6iB i MequyHOl npoAyKuii”
(m.Kuis, Byn. Kyapsascbka 10r m.Kuis, Byn. Kyapssceka 8B Kuiscbka o6nacts, ¢. Hosi Ilerpisui,
ByJ1. IBana ®@panka, 19)

(naliMeryBaHHs Ta MiclesHaxokeHHs naboparopii, 1o nposena naboparopHuii ananis skocti)

BUCHOBOK 100 AKOCTI JTiKapcbkoro 3acoby, Buaanuii naboparopieto sin 02.05.2024 Ne 0881

PesynbTaTh 1a60paTOPHOro aHanisy sKocTi Jlikapchbkoro 3acoby 3a nepesipeHUMH NOKa3HUKaMH BiZTIOBiIAIOTH
BUMOraM METOJIiB KOHTPOIO AKOCTI (aHAJliTHYHO-HOPMAaTHBHOI JOKYMeHTaLil).

3a pesymbTaTaMi JEPKABHOrO KOHTPONMIO BCTAaHOBIGHO, W0 Jikapchkuii 3aci6 BeeseHo B Vkpainy 3

AOTPUMAHHAM BUMOT 32aKOHOJABCTBA W00 3afe3nedyenns SKOCTI NiKapcbKUX 3acobiB.
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Hewrap Jlatipeasincis JIT]]

Jlororun

CEPTH®IKAT AHAJIZY

Halimenysanus npoayxry

» HE®HHAK®, nopowox ais opansol cyenensii 100 mr/ s, 100 aa

Jlikapebka Gopma

: Tlopowox nus opannuoi cyenensii

Cuna gil aktusnux pevosnu

 Hedienm 100 mr/ 5 ma

P(’):&Mip TATHN IaKOBaHys

» Cranmnit goaron 100 ma s waprouuii Kopobui

Rupobuux

¢ Hexrap Jaitdeaitncis Jimires - IOuir VI (Mlinesnsia na supobunurao MB/06/456)

Micueswax QIDKCHHSA

: Cesro Bxaronirajan, nopy4 3 Haxxapmapi, EJLLIL, ILB. Baporisasna

Texcia Banai, Oxpyr Conan, Ximauan-f1 paaens, 174103, Tunin

Pecerp. noesin s Yepatni  : UAJI6758/02/01
3pit Ne s FG/24/0023 Hara 1 1901.2024 Poamip naprit 2 12500 .
Cepin No : KCSB23008 Jara srrorosnenns £ 1272023 Tepmin upuaarnocri 1 112026
Buryutena kinskicrs 1 12,048 ynakosox
NOKAZHHUKY BUMOI'H PEIVIILTATH
as eyxoro nopowky: N i
FPARYHLOBAHUE OPOIIOK BiA Maitre Blaoro A0 COITAG-HORTOrO Buinosiiac
1. Onuc KOIHOPY 31 cnetdivtum sanaxom.
Hag piguonnenol cycnensis: Bixnosizae
CYCICH3in CBITIO-HOBTOrO KOAKLOPY 4 cnenitHuM 3anaxom.
Hegixens i Harpho Gensoar
Hac yrpumania nikis Liedicensma ta Harpio Bemsoary na xpamMoTorpamax
sunpofiysanoro  Ta CTANJAPTHOTO  PO3UMHIR, OTPHUMAlHX Y posaini Bimmosinae
2. lnewrndsivanis «Kinskicue suanavents», nosumi 36iraries.
Hediwenm
Criexrpn noruanus BUTIPODYBAHORO T2 CTARABPTHOIO POIHHHIB MOBHHY] Bianonigac
HOKAZYBATH MOKCHMYM NPH AHAIONNEHX ZOBKRHARK KEMID,
3. Boaa He Sinpure 1,5 % (m/v) 0,33 %
Hons 10 dhaakonin.
Cepentie. snavenus of'emy sinysenol cyenensii CTanoBuTh He Meuie
100% (100 mn) iy Brasanoro va erucerai 1o of'em cycnensil, srrsrayrol 100.4 My
3 KOMCHOTO HAMBIAYRIBROTO (MIAKOHA, CTAROBATH He MeHme 95% (95,0 i
MIT) BIZ BRAZAHOTO HA eTHKCTL,
4. O6’em nanosyenny _ .
Has 30 dnaxonis,
Cepenrie anauenus of'emy pasyuenol cycrensil crawoswry, ne Mewuse
100% (100 M) nin skazanoro ua erukerii T4 o8'em cycnensit, sursiruy ol
He Binbire, Hik 3 oaHOTO (iaKoHa, CTAHOBUT, He Menwe 95% (95,0 min)
Bifl BKA3AHONO Na ETHKETL, ane Pkt LBOMY - e Menire 90% (90 an).
edivenns.
Bin 95,0 no 105,0 mr Lledieuva 5 5 my siguonenol cycrensii (95,0~ 101.4%
. . 105,0% win sassaenol xinvkoeri), o
8. Kianxicne suznavenus /7o Bl 38 rkoer)
Harpiw Gensoar. 990
Bin 9,0 o 11,0 mMr Hatpio Sensoara 8 5 sn simmosnenot cyeriensit (90,0~ 8%
110% win sasnnenol Kinekoeri),
6. pH Bin 2,5 no 4,5 (npu 25 C) 3,99

7. Maca oanoro smiriairpa

1,130 w/wr - 1,200 v/va (npw 25 °Cy

L8 r/vn

8. Onuopignicrs aozoranny
OHBHHUL

Has 10 opunn AV < 15,0%
Hna 30 omnivus AV € 15,0% i saicr KOJMOT 3 A030BAHMAX OAMHMILL He
nonien Syt menurum (1412 x 0,01) M 1a Binpura
12250 o
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MEPEKAAL BIPHUN

A
Orpic kopropaail, CLOL 3839, conton Goft, Haamropx- 166 HOU {Trucin). Tia: o0 1-172.304829 hake: #01-£72.3047785 &
IOpnananz aapee 20 Calangp fleps Bacest Teera CAC Harnp Moxuai (Nlenamaly Heap Haoi 1.«;»,({! HAkea,
E-maik: salesdineslife.onm Website » bR S0 i) § i
CINCL24232 PRISOS PLC 016664 i
flupcGunarna: Gopuysetiung {aany, i VI, com Haroai Knan, {nappst s fimcapuag
Ten (01795308401, AD2 Waxe: (1795271 166
Bemail anitbincelife.oons Website ; wovsw.iteehile.com

Ynosrovamenn 0cobn TOB «ABPHI GAPM»
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Hexrap Jakdeainciz AT Jlororun

CEPTUHMBIKAT AHAJIZY

Hakmenysanns npoiykry : UEGHHAK®, nopomox g opansuof cycnensii 100 mr/ 5 ma, 100 ma
Jikapenka dopma : Mopomox ayist opansuol cycnensii
“ (’.)11Jl;; AIY AKTHBHUX peyoBHY » Hedircum 100 a0/ 5 ma
PosMip ta vun nakosauns ¢ Crasnuit haaxon 100 mur 8 kapronniii kopodui
Bupafinnk » Hewrap Jlaiigeaitucis Jlisiren - IOuiv VI (Jlinensig na supoGuuurso MB/06/456)
''''' '\ Eic[.ch;r-uxxwmceax;-m : Ceno Bxaronixanan, nopyy 3 Jkxapmamkpi, BILLIL, TLB. baporisasga

Texcin bamu, Owpyr Conan, Ximawan-Tpanew, 174103, Ingis

Pecerp. nocsia s Yxpaiwi  : UA/16758/02/01

Init No : FG/24/0023 Hara : 19.01.2024 Posmip napril : 12500 ¢,
Cepis No : KCSB23008 Lara surorosnenns 2 1272023 Tepmin npunarrocti + 1172026
Broyuena kiankicrs : 12,048 ynaopor

[Tpu sunyexy:

Josiurca A - we Siape 1,5% Hiorue LOQ
Aoniira B~ ne 6inviue 1,0% Huuewe LOQ
Homitka C ~ ne Sinvine 0,5% He sussneno

9. Cynyrui pominnen Howminrga D - we 6invie 0,5% Husxue LOQ
Hosmimka B~ we Ginbuie 0,5% 0,08%
Jlomiwka F - e Gianue 0,5% Hxcue sa nopir asitnocri
By =207 ol nesinomof gominiky — ke Giabute 0,5% Huewe sa nopir ssbruoen
Cyma oMo ~ e Sinsuie 3,0% 0,09%
3araauna kinwkicrs acpoSunx mikpoopraniasis (TAMC) - ue Ginsue 103
KYO/r J0KYOr

H). Mixpobiosorisna unerora 3aranLua KinpKieTs APHRIDKOBHX T2 NAICHABHX FPsbGin (TYMC) ~ ne Mene ik 10 KYO/r
Ginnwe 102 KYO/r ,
e gonyekacrves Escherichiacolis 1 1. Bincyrui

Maca 1e Sinbuie 2-X IAMBIAYANLHHX 103 MOXE BIAGLISTHCS Bl
cepenbol sacy Ginni vine na 10%, 1 K044 3 103 HC NOBRANA MATH
BUAXHIENHS IHAMBIAYAILUOT MACH BIA cepenbol Mack Binsi tix Ha 20%.

{1 Onnopigaicrs macw 103, o

BHAYHBIOTHER Bianosinae

3awra upo ceprupinanio:

Llm st nocsiauyo, tio suuenanesesa indopmaiis ¢ Aocrosiproio ta Tounowo, Lix cepis npoaykuii 6ysa BUpoGHena BrIOYaOYNR
TTAKY BAHHA/MAPIY BAHHS T2 (IPOBEACHHH KOHTPOND 11 IKOCTI HA BAICBRA3AHiH Aineruni y uoBnil sianosinnocti s suMmoramu GMP,
BCTAHOBACHHMH MICLEBHAM PEXYJISTOPHHM OPIaHOM, & TAKOX ¥y BiAnosiaKoCT 2o cneundikauiit pecerpauiitnoro soche. ITporoxonn
BUPOSHHLTEA, NAKYBAHHS Ta anasnizy Gy nepesipeni ta Beranonieno Bignonixticrs GMP,

Ipiznuue ta nocana ocobu,
YHOBHOBLKEHOT HA BURYCK Cepil: Micrep A, Pava Kpina
(Menejorep i3 sabeanedenst skocri)

{(nevarka) (mianucano)

Mizane ocobu, ynosnosaienol wa sumyck cepii: Jara 19.01.2024
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