‘ ‘ MKM TOB «MKM HAHHEKC»

01013, m. Kaln, sys. Byainaycrpii, 6ya. 5-A.
- ¥ NINEX EJPIIOY 41038549

e-mail; mkmninex@gmail.com

Caizourso npo akicts Ne 0225/2

HAoGapka gicraana
TENAXOKTOP

10 ma, po3anx B nakeri, Na20

Cepin Net)12102
Hama suzomosnenns 20.02.2021

Bocumu oo 20.02.2023

Ha3ssa noxaznnka I XapaKTepHCTHRE - Peayn;fr:‘rm
BunpoGyBanns
JoBHIWIH BHENAD = VO}I}!Opi,uHa pianna abo cycnensis. T ‘Vkﬁiiﬁo_l;i}—{g{? """
Konip Bia npo3oporo 10 remuo-kapamentuoro Bianosizac
Cwmax Bin wciitpanshoro no CONONKYBATO - KHcAyeaToro afo | RBi L‘B()’Bi nae o )
CONOAKO-TIPKYRATOrD
3anax Bea zamaxy a6o 1 apomatoM nomaHx 1063B0K Binnosigae
O6'eM, Mn 4 10 % mif 3a3Ha9EHOTO Ha eTHEETLI 10,1 mn
Tlepokchme amcno, mmons | Max 10,0 l a1 7
| AKTHRHOIO KNCHKY/KIT ) - .

Bncnosok: 3pazox mianopinae pumoram TV Y 10.8-41038549:008-2020 «Jlobapku JjueTHH I
MKM- Complex. Texniuni ymosu»

Aava sunpobynanny 25.022021 -

Bianosinaabuni 1a ufticr.
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Bupoﬁumc AT «Kmnmejmpenapar» T/(]J (044) 490-75-22
Hinyws 3 BUpOGHHITEE M'iciX (opM Liexy 3 aupoﬁﬁuma TBEPANX Gopm m'romtx nikapceKux 3acobin
’ Alpeca BUpOGHKUOT Rinbimui; Yl(pama M, Kuls, nip-r. Hepemom 120 !
Anpeca micus RPOBEACHES KOUTPOMO swocTi: Yipaina, 0]032 M. Kuis, syn. C.J.rccamucmcoro i39, Buuuﬂ lcmrrpomo AKOCT
" Minewzin na Bupo(inuu'ruo‘ AE No295498
Cainouiso npo arecrauiio: Ne293 pin 30.03.2016 p.
Cepradixar signesianocti GMP Na0)01/2020/GMP

i

Ceprudixar axocti Ne 43640
Tepnesip®

‘ Maib 2 5% -no § r B TyGI

Ir Maal MICTHTB aulmnompy y mepepaxysauui ua 100 % peuonuny 25 Ml‘

PIT NeUA/2466/02/01, aie Geserpoxoso

Cepis 30121 “
Kin-ts 8 cepil ' -3[},-498}_1"1113. yn
Hara supoGHnuTsa . 18,01.2021
Rara supai ceprudixary 1022021 . . P
AHani3 BUKOHAHO ¥ BiANOBIAMOCT 3 MEKS JI3 a0 peecrpauiiinoro noesinuennn NeUA/2466/02/01 (uaxas MO3 NeB36
5in15.08.2016), smina xo MKS JI3 posain "Maprysanus® (eaxas MO3 Bia 26.04,2019
Ne992).
Ne Haiimenysanis nowasumxa Bumoru MICVAH Pesynurar ananizy
] Onue Onkiopiana Mase Ginoro xonnopy 3i cnabum Binnosinae
et LM 3anaxam. ! '
2 | Ipenmudixauis A, Y®-crieirp I Binrosinac
B. BEPX Binnosinac
pH Bin5,0m075. : 6,6
Maca BMicTy ynakosiu, r He menue 5. ' Binnesinae
Cynpovinri zomikn,% Howmiwka B - ue Ginuwe 1,0% Bignosinae
HAomimka O - ue dinviue 0,3 % I Bianosinae
Jo6a apyra nomituxa - ne Ginswe 0,2 % ' Bianosigae
Cyma nomitok - ne Ginsiue 2,0 % I Binnosinac
6 | Onropinnicrs He maiors BuABASTHCS BHZHMI HaCTKH, CTOPOHHI I Binnesinae
BRIOUEHHSA, 03HAKH (HanunoT Hefcraﬁim.lm cri: arperauis i :
KOARECUEHLLIA HacTok, KOArysuis, i
7 | MikpoBionoriuna wncrora Kpurepii npuissTroeti: 3aransie 1ncno aepobuux Binnosinae
Mixpoopraniamis (TAMC) - 100 KYO o I T, : IQOKYO/
Kpvepil npultnatHoeri: 3arainste uncno Apbrakoniy i E Binnosizae
niiceresmx rpubin (TYMC) - 10 KYOp I 1 /<10 KYO/
Bincytuiers Pseudomonas aeruginosa ta Staphilococeus Bianoaiane
aureus B 1 r, o
8 § KinbkicHe Bu3HaueHusa, Mr BwicT aumknosipy y | r apenapary Mae OyTH Bix 23,75 mr 24,61
IO 26,25 Mr,
9 | Mapxysaina 3rinno MIKS Bianopigac

G+ po VY015V

0o 2, k
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: Cepradixar axocti Ne 43640
Tepnesip®

Mo Haiimenynamin noxasuuka Bumorn MKSIVAHT Pesynstar anamizy

10 | Ynaxosxa - " |3riano MIST Bignosizae
Tepnin npuna‘r:-:oci‘i: 5.00 p. Mpuaatanit po: 12.2025
Ymopy 30epirana: B opurinansuiii ynakosuti, npn Temuneparypi ne gmme 25 °C,

BucHonku: Bianosigac sumordam MKH JI3 a0 peecrpauniiinoro noceinuenun NeUA/2466/02/01 (naxaz MO3
Ne836 nin15.08.2016), amina ao MKH JI3 p Japiypanua" (naxas MO3 bing 26.04.2019 Ne992).

Hauansruk BICA .
Hossosneno o peaﬁiaaui'r A7
«llum s sacsimdyio, wo wHaseacHa EBHWE iHpopMauia € OOCH
(nemlouAtoMM  mAKYBAMHA TA  MAPKYBAHMA) TAa  NpODEAEHO : KA
signosiaHocTi 3 Bumoramu  GMP, Bcranofeimimu  micuesuM  pRIEHIY p‘{-bg)ﬁgﬁggaml
o  MicTATLCS Y peccrpauiiinoMy  moche,  [Iporokosn: i

BCTAHOBAGHO BiAMOBixKicTE GMPy

. : N LD
Ynosrosakena 0coba 3 aKocTi p i &nena ['eopriisHa Cuuosa

ukonalBHa YukKoaoselup

cepilo npoaykuii Gyne BrpoGnenc
Hiesaskasenit  ginsauMui vy moBHii
aKoXK  BiOnoBigHo mo  crewdixauiii,
auanizie  Gyno  nepergHRyTo Ta
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«lenapria®», posunH gna opanbHoro 3acrocysants no 10 mn y dnakosi, no 10 pnakonis y

&
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Ten. (044} 496-87-87, Ten.joaxc {044} 239-19-38, Ten/parc (044)49689-42, Ten, (044} 485-26-57 {uinonoSoso)

Ceprudikar akocri Ne 040000090336

navui
Homep cepii; 80121 Kpaika otpumysay; YkpaiHa
g _} l: . Kinbxicrs npogykyi: 48.090 Tuc.¢nax.
! !igﬂaﬁ; BAPOBHMLTBA: 01.2021

Atanis eukoraHmii no: (11 7.02,1004 (penaxyin 5)

HalimenyBanua noxasnukis

Bumorn AH[{cneyudikanyit) PesynbTatn Bunpobysann

PinnHa sig 6e3bapsHoro go Temuo KOPUYHEBOro

KOMbOPY, 3 aPOMATHIAM 3araxoMm Ta Ap®EMHUM

CMaKoM BIUHOrpafHoro coky Bignoeipae
BigHocHa ryctuna Bin 1,15 p0 1,28 1,22
pH 8in3,3p03,7 3.5
D6'em BamicTy ynakosku He meHue 10 mn Bianoeipgae
o Af Mixpo&ionoriqua- uncToTa
. 3aransHe 4MCI0 aepobHIX Kputepiid npuinathocti 100 KYO/mn
mikpoopranizmis (TAMC) * *
3aransHe Yucno ApKaKosnX i Kputepiih npuanaTHocTi 10 KYO/mn
x.; i NACHABMX rpubis (TYMC) * %
E Eécherich-ia coli * BincyTHicts B 1 mn ¥
KinvkicHe BusHayeHHR
apriviny unutpar Big 95,0 mr/mn no 105,0 mrimn 102,9 mr/mn
betaiHy rigpoxnopug Bin 47,5 mr/mn 0o 52,5 mrima 50,4 mr/mn

; L'E i+ Geraid
T 3
o %: JI; BeH30MHa KNCToTa

fut

****ToxkcuuHi enemenTn

Big 47,5 mr/imn oo 52,5 mrimn
Big 0,90 mr/mn go 1,10 mrfmn

CBUHELb He Ginbie 1,0 mrixr
. MALI'aK He Ginbwe 1,0 mr/xr ?g&qa%%ﬁhggﬁ
o, Kapmiit He 6Ginbiue 0,1 mrixr Bi i
g' d pﬁTb He Binblue 0,03 mrixr
: **panionyknigu
uesin-137 He 6inbiie 200 Br/kr Bipnosigae
cTpoHLUin-90 He Ginbiue 50 Bbx/kr Bignoeipae
[\ Yrnakoska Mae signosinati sumoram Bigrosinae
; g\apKyaamﬂn Mae signosigat sumoram Bi.gnog_ainae

TepmiH npugaTHoCTi:

g
/

4 s
oL @y o W07

2 poku

7

[o 01,2023
7
Y5

Crop. 1

32




f!

| “’a?’““@) . DAPMAK Hm""""“”l l“‘ mm

Tan. (044} 496-87-67, Ten.fpaxc (044) 238-19-35, Ten./paxc (044)49588-42, Ten, (044} 485-26.57 {uinogoboso}

Ymoeu 36epiranns: 3bepirat# B opuriHansbhil ynakoswi npu reMnepatypi He suwe 25° y HegoctynHomy ana pited smicu

. ME3rANG BUCHOBKY fepKasHO! canlrapxo-enigemlonoriuxol eKCREpTU3N.
KomenTapi:

*Ha nigcraei neplopuytoro KoHTponio. lpote My nigtBepwkyemo eignosighicTs AaHol cepil sumoram HJ|
i ****3rigHo BUCHOBKY AepXaBHO| caHiTapHo-eninemionoriuno} eKcnepTMU3n.
3aasa npo ceprudikagfio:

Uum A 3acaiguyio, 140 euLeskasana inbopmauia € goctoripHol | TouHGIO. Lio ceplio npoaykuii 6yno supobneto {(KnoYaloun
YNaKOBKY/MapKyBaHHA) Ta NpoBeAeHWi KOHTPONb i SKOCTI Ha HuKYeRKa3aHI AiﬁbHM%%ﬁlQﬁﬁ;ﬁ%BiﬂﬂOB’iAHO
TEXHIYHOrO dainy wogo AleTMuHmx £06aBOK, BCTAHOBREHMX MiCLEBMM PEryNATeRHMEDRBMAG S a’y

/ o¥ ¥ BignosigHocTi i3
% ' . o ' . / ""\\\B.!' 3 -
cnedpdlkauiamm. MpoTokonn BUPOGHMLTEA, NaryBaHHs Ta aHaniais Oynu nepesipeni "BerafiopneHa si :\K{gmcm HOpMaTUBHEA
nokymeHTaui. & a\x\
1_1\}5
a o\

Tl A6 BUMOT

2}
/4 / YaonHpRAKEL?
241 £ n B
|} Aoseoneno ao peanizault/ go sipsanramenns !S%[ Person )i
YnosHoBaxena ocobia ~ MposigHuii iHxetep BCraBl Apemenxo B.B. = i y 5 {0102 201
2 Aodion wde /a0 0
Bupo6uuua ginbunya: %k’::\ (0481100 /S"},,

) Nt )
YKPAIHA, 04080 m. Kuie-80, syn. Kupuniecoka, 74; fliueHsia Ha BupobHULTES AE NO 637436}%}3{5‘ ;Oj ;.2615

i o KoHrpone axocri a smupava AC3BONY Ha peanizayho:
;35 YKPAIHA, 04080 w. Knie-80, Byn. Kupuniecbka, 74; Ceigouteo npo atecraujio N2 390 Big 22.01.2019

e
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M-00000138 ot 06.04.21
lnonen ®opre, kanc. Ne30 cepun: 0121

SN
Tor2putrse 3 ofimexenoto signesiganbiicrio KYTPIMER Byn. ipenenaewucnxa, 4372031350 Kuia - Yipaina ;;,g&ﬁég\\
info@nutrimed.ua T +350 444550700, 4540107, 454 01 02,454 01 03 (D -8 - 45 NHUTRIME \

wwi.nutimed.ua © +380 444540109 ’@"
MOCBIAYEHHA NPO AKICTb Ne 72

Hietwuna gobasga «HONEH GOPTE nio 400 mig Ne30

HASEA IPORYICLT BUcHOBOK AEDHaBHGT CHITAPHO-ENIAEMIONGITYHOT SXCNEPTHSH Ne(5.03.02-04/65858 sig 26.10.2014p.

HOPMATABHAA OKYMEHT Texwiani ymosu TY ¥ 15.8-37091224-00 2010

BHPOEHWK TOB HyTpimes”

BHPOGHWY NOTYHHOCTY Uapkacsia 001., ¢ CyHR4, BYL UenTtpancka, 1

NATA BHPOBHBLTEA Bepesers 2021

KIHLEBUWA TEPMIH NPANATHOCTI  bepeséns 2023

Ne NAPTIH o121

QPTAHONENTWYHI NOKA3HUKK
. . o METOLK PEIVITLTATH
HA3IBA NOKAIHUKA BUMOMM HOPMATUBHO! QOKYMEHTALLT KOHTPOMIOBAHHRA BANPOBYBAHE
JOBHILUHIK Toepaa KENaTHHOBE KBNCYNa UniiHApwInal Bopau 3 HANIBCHOPUSHUMA KIRUAMK, TY ¥ 15.8-37081224- ARG
BUTARD BMICT KANCYN# — CUITYMi#iA NOPOILIOK 001:2010 i
KOTIP KANCYNK BRacTypuit X0NLOpY KANCYTH, W0 BIKOPHCTOBYETECR T4y ;so.?:;;?g:zzd- Biancsias
KON BMICTY KANCYIM Rig cBITNO CIPO-XURTOND AD HEPROHO-KOPH-HIEBOID RONLCDY e 1050-??3533 1ok Bignosinae
CMAK Kancyna HE Mas cMaky Ta Janaxy, BMICT €ancyni — maec cneundiuma’ cmax § sanax,  TY Y 15.8-37081224- BIRHGETESE
| 3AMAX BNACTHENA BUXIAK: CUpoBWH], B3 CTOPORKIX NpKEHAKS Ta SanAXA8 ¢01:2010 ARRAIE
MEQUKD-BIONOTIYHI NOKA3HUKH
BAMO M H JOTIVCTHMI GAKTHYHE 3HAYEHNHA, HA HA METOOH
HARA FOKARHEA PIBH, MIKT, HE BINIbIIE MT AOCTIKERS BIAMITKA PO BIRNOBIARICTY

TOKCUMHE ENEMEHTH

CBUHEUD 6.0 <0.02 TOCT 25932 BugroBiac
KAZMIA 10 <0,008 rocy 26933 Bianosigae
MALPAK 0.5 <008 rOCT 26830 Bianosiaat
PTYTE e <0,0076 rOCT 26827 Bianosinae
ECTUUYAN
!T:ﬁTAXﬂOP e ponyckatTeCR (<0,002) He BUABNEHO DCTY ENet2393-2003 Bignosigat
TXUM.CYMA (30MERB 0.1 <0,008 [CTY ENe12393-2003 Biancsigae
AT TA UOFO METAGONTH 41 <0,005 ACTY ENg12393-2008 Bianosigae
ATNAPKH He aonyckanTeca (%0,002) He BARBAEHO JCTY ENet2393-2003 Bnosizae
MIKPOBIONOMYHI NOKASHUKA
KMA®AM, KYO® 1,1, He Ginbuwe a0t <10 CanleH 42-123-4940 Bunosinae
BIKF (konidiopav) B O, 1 He A0HYCRIDTHER He SUABREHO Canluh 42-123-4940 Bianosisae
Ecoliai0r . He ACiTyCKBOTHCHR He suRBnent CanllvH 42.123-4840 Bianoniac
Saureus 81,071 Hg Aonycka0Teen He BuspngHd Cawlluk 42.123-4940 Bizrca.nse
B.cereus B 1,07, He Dinsie 2% 107 He B#RBIIEHO CamfluH 42.123-4840 Bancaaac
finicevesi rpubu, KYO 8 1,01, ne . . 9
SihEbE ' 12107 He Busariexo CanluH 42-123-4540 Bancunes
Lpimax, KYG 8 1,0 1, e Binbie 1x10? He BuRBNEKO CanluH 42-123-4940 Bignosiaac
MatoreHni Migpoapranimg, a T, o o
Gakr. posy Canesonesa, 8 10 7 He gonycrkaTsos He sura/EHD Canflvh 42-123-4840 Sianovinse
PAIOHYKIIAN, Bx/xr
YE3IA 137 200 262 MBY 486 Biznoninae
CTPOHLUR 80 50 312 NI 12-08-83 Bunonfae
DIZNKO-XIMIMHI NOKA3HUKK
HAJBA NOKA3HUKA HOPMA GAKTHUUHE 3HAYEHHA METON KOHTPONMIOBAHHS
KMacoua 4acTka apnory, %, ne Binowe 10.0 5,24 3rinna 3 TOCT 24027 2
Macona 4acTka 0nv, %, He Blawwe 120 568 5% Jripe 3 TOCT 24027 2

Cepensn Maca BMIGTY KEncYNH, Mg 400+ 7,5% 388 . TY ¥ 158-37601224-00% 2010

He micTuta TMD
BUCKOBOK: nepasiperuit 3pasox AieTuuHsl Aobasku «liHonen Gopre» 400 mg Ne30 na
3a nepeBIpEHUMI NOKE3HNKBMU signoBipac sumoram TY Y 15.8-37091224-001:2C10
Peanizayiio 8038001810,

" FonosHwh TEXHGNOr fynosHoBaxeHa ocoba 3 RKkocTi Ta BeaneuHoctl/ - Bopona# . T.

- - A
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FITO PHARMA

PHIEU KIEM NGHIEM
CEPTH®IKAT AHATI3Y

Sé/Homep: 34-19 KN/ DPFITO

- Tén mAu kifm nghiénV Haiimenyeanns spazxy : HEPATOCLEAN T'ETTAT OKJIIH

- 8016 san xudt/ Hoxep cepii : 01200219
- Ngay san XAt Jama eupobumymea: 200219
- Han ding/ Tepmin npudamrocmi. 0222
- Quy cach déng goi/Pacyeanns: Chai 200 ml / TTmsarmka 200 mt
Chi tigu Yéu ciu Két qua
Hoxasnuxi Hopma Pesyavmami
i. Tinh chit [;u:g c}1ch man vang ndu, mui thcm; dl;c_:;bli‘eu, 1;got;?]:nc;‘; d:gi.) Pat/
Soenfinil euzind IOK1it, MEMRO ZPJCOEMO-KOPWH&-QO Q0 ._.py’ ap 2 3adoe.
apomamy, coIeOKNIl ma 3nezKd ipKyeamuil CMax.
- 7 z = - A WM R
2. D trong va déng ahét Trong, dong nhat khqng duge ¢6 vang méc, bz% gc litu va vat. la Pat/
IIpodykm mae eidnoioamu emanony, 6€3 QoMINIOK Md 3aTHIR
Yucmomi 3adoe.
DOC/R ;
5 bat/
e % 7% 3ados.
(5%)
4. Ty trong §20°C Dat/3ades.
Hliasnicme npu 20°C 1030 L2 (1.07)
5. Giéi han thé tich Thé tich dong chai phéi dat gii han thé tich theo TCCS 32;‘;5;
Ob’est 006 'em Mac eidnoeidamy cmandapmy @0 Smi)
6. Dinh tinh Phai ¢ ph?n tng cqafﬂosunna Gymu peaxyiz na Ping/
Toermugixaniz - Gentiana cruciate . 3ados.
- Gardenia jasminoides Ellis
-Vi khuAn hiéu khi: Khéng qua 10* cfivg.
Aepobriee baxmepiii: He binviue 10 KVOre
- Nim méc: Khong qua 10? cfu/g,
7. P6 nhiém khufn Tpubie ma dpiyconcie (cymapno): He 6inore 10° KVO/z Dat/
Mixpootonozduna - Enterobacteria: Khéng qua 500 cf/ml 3ados.
wiremoma

Enmepobaxmepiii: ne 6inouse 500 KV Oimn .

Khoéng dwgc ¢b E.coli, Staphylococcus aureus, Salmonella
He noeundo sicmumy  E.coli, Staphylococcus  aurewus,
Salmonella.

KRET LUAN: HEPATOCLEAN dat yéu ciu chat lwgng theo QC
Bucnosox: TEITATOKIJIIH sidnoeidac sumozam Cmandapmy axocmi

Ngay 25 thang 02 nam 2019

Hens Micays  pix

P

QC manager

A

Tran Thi Van Ngoc

/6)(‘ ot //(M v i 2503 20 7‘5/

page 1/1
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HEPXIIKCITYKBA VKPATHM
AEPIKABHA CIIVAEA 3 J}]I(APCLK@X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KRIiBCEKIIT OBJACTI

npocriext Banepis Jlo6aHoBechKoTO, 51, M. Knig, 03110, Tes/daxc: (044) 2753030
E-mail; dls.ko@dls.gov.ua, Kox COPIIOY 37078774

BHCHOBOK
HpO AKICTh BBE3E€HOro B Yxpainy aikapesxoro 3acoly

02.04.2020 Ne 15417/20/10

TJIIMEITIPUI-TEBA
(uztbacnyBapng JURBPCEKOrO 3acofy srimmo 3 peecTpanitimmg HOCBiICHHM)
Tabaerxu no 3 mr Ne 30 (10x3) y Gmicrepax
(dopma eumycky, TOSYBRHNA, BW/ IAKYBAHHN TKAPCEKOrO 3a¢06y)

Homep peectpani#noro nocsimenss UA/7800/01/02 CTPOX Aif peectpaniiEoro mocsixterms 01.01.2099
Cepist nixapcskoro sacofy Ne 3010120 Kimbkicrs reezenoro TKPCBKOro aacoby 2520

Bupo6rk AT QapmanepTraaui; 3apox TEBA, Yropmmra
(uaktMerynanng BHpPOOHKKR NiKApCEKOrO 3acofy, kpaina NOXOAKEHHA)

Breseno » Vipaiuy Tosapuerso 3 o6mexenoio BlamoninammuicTio "Tesa ¥Yxpalaa”, izenr.
kox: 34770471
(maibMenysannt Ta xog 3a CAPTIOY wpumrmol ocobx abo nplasmiie, iM's, o Gatexosi isrranol

0cobu - ninnpuemns, T mice UPOXHRAHAY TA peeCcTpanitineit Homep o0nikoBol KapTry NuaTHMERS
nonarxine a6o cepig Ta HOMEP macnopra)

Hperokon Bisywisaore kouTpomo gin 24.03.2020 N 0931/4.

3a  pesymeraramu ACPHKABHOTC  KGHTPOIIQ BCTAHORIIERO, IO JrRapceRub  3aci BRE3CHO B Vkpalny 3
AOTPHMAHHSAM sumor 3akoHONARCTBA WONIO 3a6e3Mmesenuy sKoCT MRAPCEKAX 38c06in,

3acTynHux HavamsERKa Bimminy
Hepixasrol ciayx6u 3 TiKapCEKHX 3acobip

3 L ) 3ybapena H.B.
Ta KOHTPOWH y Kuiscrxkiix ’ éf// ybap
2 LaPan o
obmacti - , A “
AN ﬂwﬁhw&g& 2 5 \{; ..._m_._.....Lﬁ_éi,...___.._...

AR : 3 -
(nocax};‘i.ffa’m;ﬁj;i ‘g}% (miammc) (iniwiamd T2 npi3BHIIE)
s ;i

o L%, VL
g oo et -
%\N‘?\e_ffm___::ﬁi;,.
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teva

Ceprudunxar Cepun Ilpoussogurens ais

Jxenoprupyembix Meguuunckux [poaykros
1. Haspanue npoaykra.
I'numenupua-Tesa, Tabnerkn 3 mr, Ne30

2. Crpana-ummnoprep.
Ykpauna

3. Howmep perucTpanuoHHoro cerpetenseTea/Ipoueaypnr Ne,
Ne UA/7800/01/02

4. CHna/AKTUBHOCTB.
I'mamenupuaa 3 mr

5. ®opma 103MpoBaHHs (JlekapcTReHnas dopma).
Tabnerku

6. Pasmep nakosauua (coaepKHMOe KoHTeHHepa) U THI (T.e. PNaKoHsl, Gy TEUTKY, GiancTepLr).
3 Ganer. x 10 TabeTok B Kopobike, o6uee KonnueeTso: 2 520 Kopobok

7. Jlor/Homep cepun,
3010120

8. Jlara mpom3sponcrsa.
01.2020

Hara ynakosku
02.2020

9. Cpok rogHocTH.
01.2022

10. Haseanue, agpeca u HoMepa NHIEH3HiA NPOH3BOACTBEHHOTO CaiiTa, YIAKOBIHKA M CAHTA 10 KOHTPOITIO KauecTEa.
AT M®apmauesTnuecknii 3apon TEBA
Yuacrox 1: H-4042 JcGpeuen, ya. Mannaru 13, Benrpus

HU-M-TEBA
Mpoussoacreo |
Ynaxoeka |
Koarpons kauecrsa &
Boinyck cepun |

I1. Homepa CooTrercTeniit GMP Beex CafTOB, IEPEUHCIEHHBIX B MyHKTE 10.
OGYEI/53191-6/2017

12. Pe3ynerars aHanuzos,
Hpunaratores, Homep oruera: 707,165

13. Kommenrapun/zamevanus.
M Hu oaHo oTKI0HEHNE He MPOH3OULTO B IIpouecce NPOH3BOACTEA, YIAKOBKH HITH TeCTUPOBAHUS
(I Mony4enusie 0TKAOHeHHS GBI COOTBETCTBYIOIE H3YYEHBI H Peli¢HbI
Otuer ID: '
O NMpoaykT nepeskinyien
O 370 Gbu1a BaNMAAUMOHNAS Cepust
U Mpouenypa ynpagieHds H3MeHeHHAME:

Iponspoaurens AGH

Hmsi: IOCB Npusat JITH

Anpec: B-1/8 MUC, Jlore apurypam, Huaacrpuan Ipusn, Tanyxa Kxen, Incrpuxt Patuarupn,
Maxapactxpa, Unaus 415 722

ABTOPU3AUMOHHBIH HOMep: -

Homep GMP Eudra unu ceprudnrara coorserereun GMP: DE_HH_01_GMP_2016_0031

TEBA @apmaceiornkans JIta, Homep Jlunensnn: HU-M-TEVA Homep Coornercreua GMP: OGYEI/53191-6/2017
Oraen koHTpOAS KadecTBa

11-4042 JleGpeuen, yn. [amnaru 13 Ten: +36 52 515 100 ®axe: +36 52515 119 www.teva hu
Homenknarypaniii koy; 84000725

/?79(_ am. 1965 ony 47 27 e
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HoMmepa rpadmueckux matepuanos:

HHerpyxuus: 20163450 0218
ITHKeTKA: -

baucrep: G223

KopotGka: 20163460 0218

YCoBHA XpaHEHHA: XPaHHTb [IPH TeMTepaType He Bbiue 25°C
MHara neyvarn fokymenra: 27/02/2020
Texnuyeckoe cornauenue: -

14, 3agrnenue o cepruduxanmy.
Hactomunm s ynocrosepsito, 4To npueesennas Bbime HHGpOpPMALHS SIBASETCA MOATHHHON H TOUHOIL. JTa
cepusi NPOAYKTA ObLIa OpousBedAeHA, BKAKYAsS YIIAKOBKY/MAPKHPOBKY H KOHTPOJIb KAYeCTBA HA BhIIIE
YKA3AHHOM y4acTKe (Y4aCTKAX) B IIOJHOM COOTBETCTBHH ¢ TpeSoranusimu GMP, YCTAHOBJICHHBIMH
MECTHBIM PEry/IsiTOpHbIM OPraHOM, H B COOTRETCTBHH CO CTIENMPHKAIHIMY Toprosoii NuIEH3NH CTPAHEI-
umnopTepa. IIpoToKoaL! TPOH3BOACTEA, YIAKOBKH H AHAIH3O0B cepuH ObLLIO PACCMOTPEHO W MPHUIHAO
cooTBeTcTBHE ¢ GMP.

15. Fms u n0310us/ nomKHOCTL IHa, 000pHEBLIETO BHIYCK CEPHU 118 NTOCTABKH,
3, mwke noamiIcaBweecs Y noqHOMoYeHHOE JInuo, 3a5B510, Y4TO BBINYCK CEPHH YKA3AHHOTO OpPOAYKTA ANA
PBIHKA ObLN clenas MHOMK).
Marietta Szerencsi Pharm.D.
Ynoanomouennoe nuyo
OTraen obeeneyenns Kavecrea
16. Toanuce:
17. Hara: 28 derpans 2020

s U
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[EETMIL
xon 34

TEBA @apmacsioturans JI. Homep JTuuensnu: HU-M-TEVA Homep Coorrerersus GMP: OGYEI/53191-6/2017
Ornen xonTposs kavecrsa

H-4042 JleOpeuen, yn. Mannark 13 Ten.: +36 52 515 100 Makc: +36 52 515119 www.tevahu
Homenknatypusiii kon: 84000725




NEVAN Ph

Hazeanue npoayxra:
Homep cepuu:

Jlara nponzsoncrea:
JlaTa aHanu3cs:

CEPTUD®HKAT AHAJIH30B

I'mamenupua-Tesa, Tadumerku 3 mr, Ne30
3010120

aHBaps 2020

05 qespans 2020

HomenxnatypHeii kon:
CpoK TOAHOCTH:

84000725
sauBapb 2022

Cnpagka: 5-1839/4
-
Tect TpeGoBanus PesyneTar
OIMHCAHUE Kpyrible TabneTku CBETI0-XENTOro MITH KeTTOro HBETA ¢
HHEil pasnoma Ha Kakaok cropone. Ha oaHoil u3 cTopos
M P M ,[l p - P CooTrercrayeT
TAbNETKH — THCHEHHE «G» 110 OI(HY CTOPOHY M THCHEHUE «3»
M0 APYIYI0 CTOPOHY JIHHHMH PasjioMa.
HAEHTHOUKALMA (BIHX) Hceneny1oT XpoMaTorpaMmel, MOTYYEHHLIC B XOJE
KOMHYECTBEHHOTO onpenenenus. Bpems yaepxupanus
FNARHOIO I1MKA HA XPOMATOTPAMME HCTILITYEMOTO PacTBOPA CoorsercrByer

COOTBETCTBYET TAKOBOMY Ha XPOMATOTrpaMMe CTAHIAPTHOTO
pacrsopa.

MIAEHTUOUKALIMS (BIXKX -
OIM)

CIIEKTp MOrIOWEHHS TIABHOrO THKA Ha XpomarorpaMme
HCIILITY EMOIC PACTROPA COCTBETCTBYET TAKOBOMY Ha
XPOMAaTorpamMmme cTaHapTHOTO PacTBOpA.

Coorsercreyer

Hnentndukaums kpacureneii

CooTBeTcTBYET TPEOOBAHMAM, YKAZAHHBIM B METOME

NPOU3BOANTEN A CootsercrByer
PACTBOPEHHE (BDKX) (32 30
M”Hny Orsanacimsor He menee 75% (Q) oT 3agBnenHOro KoNHuecTRa pacTeopsaercs
KOJTMYECTRA) §
Cpennee 38 30 MHUH. 96 % .
Hpenens Cornacno Tekywemy uzfanmio Eep. d. (2.9.3) 95-99 %
[Tpofinennslii yposes :
KOJTMYECTBEHHOE 95,0 — 105,0% OT 3a9BNEHHOIO KONHUCCTRA. 99 7
OMPEJAEJIEHME (BRXX) e
OJHOPOIOHOCTH Cornacno neftersyromeit Epp. . 2.9.40 CooteercrByer
JIO3HPOBAHHBIX EOWHHIL] -5 cramis: AV <L [ ans 10 JO3HPOBAHHLIX €IHHHL,
METOIOM OHOPQJIHOCTH | 2-x cragua: AV <L 1, v HU oHO HHAUBHIYaNbHOE
CONIEPXKAHKA (B2KX) COLEpKAHHC HE cocTaBlseT menee (1- L2x0,01)M unu

bonee (1+L.2x0,01)M ans 30 103MpOBAHHBIX equHMIL

(L1=15,0, L2=25.0)

| [MpuemneMoe suauenue He Gonee 15,0 1,3

ITPMMECH, [TPOAVKTHI
PA3JIONEHMS (BRXKX)
Cynedonamun; He Honee 0,4% 0,10 %
Kapbamar: He Gonee 0,2% <0,05 %
Jlroban apyras npumecs: He bonee 0,2% 0,05 %
Ofwee conepxanne (Hekouas He Honee 0,5% 0,05 %
cynsoramun):
MUWKPOEHOJIOTHYECKA A
HHUCTOTA
OBuiee xomuuecTBO A3POBHBIX He Oonee 10° KOE/r < 10 KOE/r
MU KPOOPTaHH3MOR
Obuee KOMHYECTBO POAGKERBIX W | He Gonee 102 KOE/r < 10 KOE/r
MJIECHEBLIX TPHOOR
Escherichia coli OrcyreTByer /T OtcyrerByer

AT Qapmauceruiecknii sapon TEBA H-4042 [lebpeuen, yn. [amnaru 13

Otuer: 707,165.00

BLIOYLIEHO 13 cucTemsl LIMS_PROD
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CEPTH®HKAT AHAJIN30B
Hassauue npomyxra: I'numenupua-Tera, Tabnericn 3 mr, Na30
Homep cepuu: 3010120 Homenxnatyprsiii kox; 84000725
Hara npoussoacraa; siHBapk 2020 CpoOK roaHOCTH: aneapn 2022
Mara ananuzos: 05 despans 2020
Cnpagka: 5-1839/4

Hacrosimum s yrocrosepsio, uro npuseaeHnas suime HHGOPMALMS MPOBEPEHa B COOTBETCTBHH ¢ IpUHMnamu GMP u B
COOTBETCTEHMH ¢ TPeGOBAHUAMH PErHCT pALIMOHHOIO A0ChHE.

¥YreepxaeHo: Kallaine Gellen Anita
JONKHOCTD: AHATNTHK 1a00PATOPHH KOHTPOJIS KAYecTBa N
Bbinymeno: Racskai Erika
TERA
ACCHCTEHT 0TAeN1a o6ecmeyeH s Kayect o 1A
v PAL
HaTa Beinycka: 28 qrespans 2020 10:13:50 S

Tak KaK 2TOT JoKyMenT GBI cO3AaH B YTBCPIKACHHOH Ta60paTOPHOH MHpOPMANHOHHOH YITPABIEHYeCKOl cHETEME, TO 3TOT
AOKYMEHT Ae¢HCTBHTENEH € 3J1eKT POHHOI MOANUChIO,

AT Mapmanestuuecknii 3ason TEBA H-4042 JleGpeuen, yiu. Mannarn 13
Otuer: 707,165.00  Bhinylueso i cueTems! LIMS_PROD
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INHonen @opTe, kanc. Ne30 cepus: 0120

Toepucrsa 3 abimexeyon sianesiganbyicve RYTPIMEL
infa@nutrimed.ua
www.hutrimed.us

By, (pencianancuka, 4372 03150 Kiis - Yapaiua
T +3804345401 00,454 0107, 4540102, 4540103
O +3504443401 03
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NOCBIQYEHHA MPO AKICTL Ne 141

HA3BA RPOGYKLY Dicrwvina goBanka < THONEH ©CPTE» no 400 mg N30

HOPMATUBHAN JOKYMEHT Texsiuni ymosu TY ¥ 16.8-370§1224.001:2010

,

i
NUTR%ED
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BHCHOSCK SEPKEBHDT CaHITApHO-enlleMIoNonuKeT excnepTusy Nel5.03.02-04/65858 'B'ig. 2349.20%4p.

£ f ]

BUPOBHAK TOR Hyrpimes” * AP /6,{,:, _ &:g

BUPOBEHIMI NOTYHHOCT! Yapracoka obn,, ¢. Cyixn, syn. Lesrpanena, 1 o ; 3f /z,f{,» )‘r T :

fATA BHPCEHULTBA Cepnans 2025 ff' & P i

i ; j o Teiea
KHLEBUA TEPMIH NPUOATHOCTL  Capnens 2022 il :
Nz NAPTI o V0120 7 Lt .
OPrAHONENTHUYHI NOKAIHMKHA
HATEA [OKAZHIKA EANOIY HOPMATABHO! HOKYREHTALT ey s bleoit il

% _3053%4!@1)1—“9: TsepAa MONaTHHORA KancyAa UwiisapuuHol Gopvr-2 Hanisodepuaring Kiumen,  TY Y 15.8.37081224- Binnosinas
CBAFNA R e BUHET KATCYAY < CistyNME NODOLLOR 60112010 Eaiyente

KOﬁiP HANGYIK SnacTanilt KGNBDRY (300YI, I SARCPUCTCRYETHCR

KOMP BMICTY KANCYNU  Bif Cuitno Cipo-#ogTenn A8 YeREaH0-KOMMHRS070 Kombupy

CHIAK KSneyna He M0 CMaky 1a 3anaxy. BIST RANCYNA — Mac Cnaw A chk | sanar,

J1 BATMAX RRACTVEAR BuxigHiit SHDORMKY, §23 CTOPDHHIX NRCMERS T8 23

TY Y 15.8.37084274-
0012018
TYY 158-370

SOy A

T¥Y 15.5:3

SO1IDD

fhnnoeinEe

Q,

Bianowines

MELWKO-BIONOTMHIE NOKAIHMKY

_HAZBA NOKAZHWKA BUMOIW HE ACNIYCTUMI  SAKTHNHE JHAYEHHA,

HO HA METODW

BiAMITHA NPT BIANUBIRHICT,

PIBH!, MIJKD, HE BilluLE M AOCNIXERS X
TOKCUUHI ENEMEHTH

"CHAHELL 6.0 <002

Kaginis 1.0 <0.008

WMUAK o3 <0,08

PTYTE 0.1 <0,007%

" ECTULIMAN ,

TENTAXNGP He gonyesaiotses {<0.002) H2 EWRBIBHG - QC?"&‘ ENG1R3S3-2003

FXUF-CYHA BORMEPIB - 0.1 <0003 ATTY ENe12383-2003

LAY TAROTO METABOMTA ", S0 <0005 ACTY EMR12263-2603

-AJIRPAM : - T He sonyerainTacs (0,602} He sragnend GOTY ENgi2383-2403 Bignosnas

SRR T - MIKPOBIONONYHI NOKASHUKN

KMA®AM, KYO 81, T, se Simue 1x16° <10 CanTiaH 42-123-4540 Bigrsiise

EIKN (sonidopuu}e 04T He fOnycRaioThes He suspneH CanllvH 421234340 Bianesizae

Ecolipg 1,01 He gonycdantecs He guasneHo CanlpH 42-123-4840 Biancamas
 Savreus e i0r g He ponyCRanTLeR He susangno Canlvt 4241234040 Bianssines
- Boerevs 8 1,01, e Blnewe PRl He sunaneno CanlleH 42-123-4640 Sinrcsnee
Apdcenssl ronBu 1K¥0 2 1,0 1, ne 2 - __ S A .
B B d 1x 10 He susipsione Canlluk 42-123-4840 Sinrosiase

Dpbiaxt, YO B 1,0 ¢, ke Slnswe 1x30° He EAagReHo Canllat 42-123-454¢ Sinncsizat

TlaToresni MispOGprasdiaMm, 8 T.49.

= He serung«c
fawr, posy Cantbmonena, a 101

e ADNyCRACTBOS

CaniluH 42-123-4840

Zinnosigas

PARIGHYKITIAW, Bykr

UEGW 137 ; 200 2,82

CTRONLI -90 50 a1z

WEW 4788

Ml 12-68-98

Biznosigse

Biznosinac

DIZMKO-XIMIMHI NMOKASHUKY

HAJZBA NOKASHUKA HOPMA DAKTUMHE SHAMERHA METOAN KORTPONKIBARHR
HacoBa vacTka nonore, %, He Sinbwre 10,0 §,32 drigno 3 TOLT 24827 .2
Macona HacTka 10n#, %, ke Binule 12.0 14

Ceopefia Mata pruitTy xancyny, mg 400 £ 7,5%

He wictte MMO - .

BHGHOBOK: nepasiperwil 3pasok pisTruusol AoBaskm «icnen Goprex 400 mg N30 napTit 0120
33 nepesipeHuMK noKaskukaMy signoriac eumoram TY Y 15.8-37091224-001:2010

Peanizauic dozeonnio. -

ronoBHw TEXHOnor /ynosHoaxera ocoba 3 skocti Ta Besnedrocty

it 000

1777 oD
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IMMAKYJI JIAU®CAEHCUS TTPATBIT JIMITE] - Tuzis
Bopke/Pera. Ogic:

Binnenx Tanresan, Ponap Poan

Ximauan Ipagens, 174101, Iuzix

, Hamarap, Hicpixr Conag,

CEPTHUDIKAT AKOCTI TOTOBOLO JIKAPCEKOI'O 3ACOBY
Hasea nikapchkore | T EMOAKTUB-MB, PO3YHH Mixuapoana Tpanexcamona xucnora s
3acofy Ans in’exuiit, 100 Mr/my, o 5 HEmATeHTOBaH2 | iH’ekuiit 500 mMr/ 5 mn (100
MI B amnym, no 5 amnyn B HA3Ba MT/MT)
KBPTOHHIN Kopobii
3akaz BryTpitumiii/Cpp. Dapm, Homep nporokony FP/20/0014]
Kinskiers apasxin 1x52 Nos Homep cepii TRAO012005A
3pa3ok Bimyuen na 21/12/2020 Hara 11/2020
BHTOTOBICHHN
Jlinensist Bupo6unka MB/13/859 Tepmin 10/2022
HPHAATHOCTI
Homep SPS FPS-266-00 06’em cepii 94339¢nakonin T
/18867ynakosok
Homep STP FPT-263-00 Prnox Ykpaina
Hata anazizis 24/12/2020 Cropinka 135
_
PeccTpaniiine mocsinuenus » Vikpaini: UA/18116/01/01 i 01.06.2020, miticre #o 01.06.2025
Ne Ilokazunkn Crneundixanis Pesyasrar
Akuen Ha moment eunycxy Ilporsirom Tepminy
HpHAAATHOCTI
1 Ounmc TIpozopuit 6e3bapermit Ipozopuit Gesbapeauit pozopuit Oe3bapunit
PO3YMY PO3YHH PO3YHE
2 | Imentidwukamis A Iupauepponmii cmexTp | He 3a3mauactses Indpagepronnit CITEKTD
(I49) JOCHiUKYBAHOTO ~ 3paska, ROCIIJUKYB2HOTO  3paska,
Y3roIKyeThos 3 Yaromeyerses 3
inppaseprormM CIIEKTpOM iHgpaveproHEM
OTPHMAHMM 32 IONOMOTOK0 CIIEKTDOM OTPHMaHHM 33
Tpanexcamora KHCIIOTa IOmOMOT o010 -
CRS/ Po6oui CTaumapTu Tpamexcamona  xucnoTa
Po6oui crasmapra
2a) | Inentndikanin B | 3’ smuserson TemuuH | He 3asnagaerncs 3’aBnseThes TEMHKH
CHHIOBATO-(hioNeTORMIH CHHIOBaTO-hioneTosuit
KOJIp KOIlip '
2b) Inenridixanis C Temnepatypa  mnaenennms | He 3a3HAYAETHCA 186.0°C
34TUIKY CTAHOBHTE GH3bKO
186°C
2¢) | Imentndukanis D | Yac YIPHMaHHA OCHOBHOrO | Yac YTpuManus | Yac YTpHMAHHY
(HPLC) MKy  OTPHMAHHOTO  Ha OCHOBHOTO HIKy | OCHOBHOrO MKy
Xpomatorpami  mpenapary | orpuManioro Ha | orpumanHoro Ha
AlLsL 3pa3Ka, sianopinae uacy XpomaTtorpami npenapary XpoMaTorpami mpenapaty
YIPEMAHHA CTAHNapTy WiJ | ama 3paska, BianmoBinae | mus 3pasxa, Biamopigae
4ac apamsy qacy YTPHMAaHHS | gacy YTPHMAaHHA
CTagnapTy  mia  wyac CTaBZapTy mig gac
L aHAmizy aganisy
ani Iiarororneno: Ilepesipeno: 3arBepakeno:
Im’s BixpauT Xaynapi AmiT Kymap Bepma Pamxis Kayman
Iocaga Crapmmmit  kepisruk 3 Kepisaux 3 sxocri 3acrymunk KepiBHHKA 3
KOCTI 3abe3neyennst-sKHeTi
| Mignme/NQata {(nionuc), 31.12.2020 (nidnuc), 31.12.2020

Daopmat Ne SOP/QC/153-F19-E0

(nionuc),31.12.2020" ]

i
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IMMAKYJT TAR®CANEHCH3 ITPAMBIT JIIMITE — Inzis
Bopxkc/Pern. Odic:
Binnenx TanTesas, Ponap Poan, Hanarap, [Tictpikr Conan,
Ximauan Mpanmews, 1741 01, Inpgis

CEPTH®IKAT AKOCTI T'OTOBOI'O JIKAPCBKOI'O 3ACOBY
Haspa nikapcexoro | I EMOAKTHB-MB, posunx Mbixnaponua Tpanexcamosa xucnora nus
3acoly ans in’exuin, 100 mr/mn, no 5 HemaTeHToBaHa | in'exuifi 500 Mr/ 5 mu (100
MIlL B ammyni, 0o 5 amnyn B Ha3zBa MI/Mn)
KapTOHHiH kopobui
Jakas BuyTpimnuiii/E€rp. Gapm. Homep mporoxony | FP/20/00141
Kinskiers spazkis 1x52 Nos Homep cepii TRA0012005A
3pa3sok Bixyyen Ha 21/12/2020 Hata 11/2020
BHIOTOBJACHHS
Jlinensin supo6umea MB/13/859 Tepmin 1072022
apMaaTHocTi
Homep SPS FPS-266-00 O6°em cepii 94339¢akonis
‘ /18867ynaxosox
Homep STP FPT-263-00 Punox Yxpaina
L,Ilam ananisis 24/12/2020 Cropinka 235

Peectpaniiine noceiruenns s Yxpaini: UA/18116/01/01 nixg 01.06.2020, mittcre 10 01.06.2025

Ne Bunpo6ysanns Cuenudirxanis Pesyaprar
Ha momenrt BHIOYCKY IIporarom TepMiny
_ NpPHIATHOCTI
3 Komip poswuny wpu | He 6imsime mix 0.300 AU | He 6imsue nix 0.300 | 0.0072 AU
430 nm AU
4 Tposopicts posunay | Posunn mace Oyt nposoprM Pozyun mae OyTH | Posunn nposopuit
TIPO30PHM
3 pH Mix 6.5 Ta 8.0 Mix 6.5 Tta 8.0 7.50
6 MexaHiyni BKIFOYCHHT
6a) Bunpmi gactry Posuur ne nopusen | Posumn me HOBHHEH | Pozun  He  micTums
MicTaTH 4YHOPIIHMX | MiCTHTH 4yxopigHmx YYXODIIHAX MexXaHi9uux
MEXaHIYHUX BKIIOYEHE MEXaHIYHIX BEKHFOYEHE
BKITIOYEHB
6b) Hesraumi gactxm (kinsxicTs wactox TpH NPOXODKEHH] CBiTIA)
61) HopisHioe abo | He Oinbmme, uix 6000 /| He Bineme, aix 6000 | 401.25 HACTOK Ha (QIaKoH
Oinzpmre, mix 10um dnaxon / thnaxon
6ii) Jopisaoe abo | He Gimewe, mix 600 /| He Ginpure, Hixk 600/ | 13.00 yacTox na ¢bnaxon
Ginbue, Hix 25um dnaxkou dnakon
7 Ob‘em mo | He menme mix 5 M He 3a3nauaerses 5,3 Mn
BUIYHAETECH
8 Ananiz TpanexcamoBoi kucnoTn (C8HI5SNO2) HPLC
/ e
%
£ i
; Al
ani Ilinrorosneno: Hlepenipeno: 3aTBepIKeno:
Im’g Bixpanr Xaygpapi AmitT Kymap Bepma Pamxis Kaymran
Iocana Crapminit  xepiBauk 3 Kepisuuk 3 axocri 3acTynmHHK KepieHuka 3
AKOCTI 3abesnevenns sxocri
Himmuc/Mdara (nionuc), 31.12.2020 (nidnuc), 31.12.2020 (ridnuc), 31.12.2020

®opmar Ne SOP/QC/153-F19-EQ




IMMAKYJI IAM®CAWEHCUS IIPAIBIT JIMITE[ — Iunis
Bopxc/Pera. Odic:

Binnenx Tautesan, Pomap Poan

Ximauan [Ipagem, 1741 01, Iupnis

» Hamarap, Hictpikt Counan,

[ CEPTU®IKAT AKOCTI TOTOBOIL'O JOKAPCBEKOTO 3ACOBY —F
Hasga nikapcsikoro TEMOAKTHB-ME, PO3YHH Mbixsapoana Tpanexkcamopa kucnoTa AJia
3acoby mnst iw’exuil, 100 Mr/mn, no 5 HenmaTeHTOBana | inexuid 500 Mr/ 5 mn (100
MII B amnymi, mo 5 amiyn B Ha3Ba Mr/mir)
KapToHHiH Kopobui
3aka3 Buytpinmiit/Cpp. dapm. Homep nporoxony | FP/20/00141
Kinexicrs 3paskin 1x52 Nos Homep cepii TRA0012005A
3pasoK Binyuen na 21/12/2020 Hara 1172020
_ BHIOTOBJICHHS
Jlinensis Bupo6Huka MB/13/859 Tepmin 10/2022
NPHAATHOCTI
Homep SPS FPS-266-00 O06’em cepii 94339¢nakonis
/18867ynaxosok
Homep STP FPT-263-00 Punox Vipaina
Hata ananizin 24/12/2020 Cropinka 335

Peecrpauiiine nocsixuenns & Yip

aini: UA/18116/01/01 six 01 -06.2020, niitcre mo 01.06,2025

Ne Bunpobyeanns Crenudikayin Pesynsrart
Ha momenT BHnycky Hpotarom repminy
IpPHAATHOCTI
8a) V Mr/mn Kozxen M posummy Koxer mu pozaugy 99,82 mr
TPaHEKCaMOBOI KHCIIOTH TPaHEKCAMOROT KHCIOTH
IIOBHHEH MIiCTHTH He MeHIIe | MOBHHEH MICTHTH He
95.0 mr 1a He 6imbmie 105.0 | menme 95.0 Mr Ta pe
MF TPaHEXCaMOBOI KHCIOTH | Himsnre 105.0 mr
TPAaHEKCAMORBOI KHCIOTH
8b) Y % sasmawenoi | Koxen s PO3YRHy Kosxen M posunny 99,8 %
KiJIbKOCTI TPaHeKCaMOBOI KMCIOTH TPaHeKcaMoBol KHCIoTH
IOBHHEH MICTHTH HE MEHINE | TOBHHEH MiCTHTH He
95.0 % 1a e 6inemre 105.0 | menmre 95.0 % ta me
% 3a3nHaueHol KinbKoCTI Gimeme 105.0 %
TPaHEKCAMOBOL KHCIIOTH 3a3HAYEHOI KIbKOCTI
TPaHEKCAMOBOT KHCIIOTH
8c) Y mr/ amnyny (500 | Koxnaa amityna po3duyy Koxua amnyna po3unHy | 4990 mr/
Mr) TPaHEKCaMOBOI KHCHOTH TPaHEKCaMORO] KHCIOTH aMnyna
[IOBMHHA MICTHTH HE MEHIIIE | HOBMHHA MICTHTH He
475.0 mr Ta He 6inbwe 525.0 | Memue 475.0 Mr Ta He
MI" TpaHexCamoBol kucaoTH. | Gimbure 525.0 mr
TPAHEKCAMOBOI KHCIIOTH.
9 CynyTri oMimxwm 32 HPLC
9a) Homimka A He 6imbme nix 0,10 % He 6inbie mix 0,15 % He Bussneno
9b) Bomiuixa B He 6imbiue nix 0,20 % He Ginsure min 0,20 % He susraeno
9¢) Hominixa C He 6inbuie nix 0,10 % He Ginpwe nix 0,15 % 0,0008%
9d) Homimxa D He 6inbiue Hin 0,10 % He binpure mix 0,15 % 0,0005%
9e) Bymr sxa wesinoma | He Ginpme Hix 0,10 % He 6insuwe mix 0,10 % He susgsiteno
IOMilliKa i
Hauni Higroropneno: Ileperipeno: 3arsepaxeno:
Im’s Bixpaur Xaynapi Amit Kymap Bepma Pajpxis Kayman
Hocana Crapmmii  kepipaux 1 KepiBuuk 3 sxocti 3acTynHuK KepipHUKA 3
SKOCTi 3alesnevenns akocT: -,
Higmue/daTa (nidnuc), 31.12.2020 (nidnuc), 31.12.2020 \

®opmar Ne SOP/QC/153-f19-E0Q

(nionuc), 31.12.2020°7
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IMMAKYJL IAUOCANEHCHS [IPAMBIT JOMITE/l — Iugis
Bopxe/Pera. Odic:

Bimnemx Tautenan, Ponap Poan, Hanarap

Ximauan Ipagnenr, 174101, Tunis

, Aictpikt Conag,

CEPTUDIKAT IKOCTI TOTOBOT'O JIKAPCBKOTI'O 3ACOBY
Haspa nikapeskoro [T EMOAKTHB-MB, pO34MH Mixaapoaua Tpanexcamoza xucnora nis
3acofy ana in’exuiit, 100 MI/MA, I0 S | HemaremToBama iH'exuifl 500 Mr/ 5 mn {100
MII B aMmyii, mo 5 amnyn B Ha3Ba Mr/min)
KapToxHi# Kopobmi
3akas BayTpimnii/Cap. Gapm. Homep nporoxony | FP/20/0014] _ |
Kinekiers 3paskin 1 1%x52 Nos Homep cepii TRAQ012005A
3pazok Bityyen na 21/12/2020 Hara 11/2020
BHIOTOBJICHHA
Jlinensin supoBunka MB/13/859 Tepmin 10/2022
NPHMAATHOCTI
Homep SPS FPS-266-00 06’em cepii 94339¢makonis
/18867ynakosox
Howmep STP FPT-263-00 Punox Yxpaina
Hata ananizis 24/12/2020 Cropinka 435

PeecTpaniiine noceinuenns s Yip

aini: UA/18116/01/01 rig 01 .06.2020,

nificee no 01.06.2025

of) Hominxs saramom He 6inbie mix 1,0 % He 6inbime nix 1,0 % 0,001%

10 PienoMmipuicTs Ipuitaarhe snavenns mae | He 3a3HaYacTECA 0,001%
OMHHANG NO3YBAHHA | 6YTH MeHIIe Hix 15,0
33 Baplawjiero Macy _

11) Baxrepiansui He 6insie, gix 35 1U / ml He 6inpure, mix 35 U / ml Menmre, mixx 35
EHJIOTOKCHHH U/ mt

12) CrepribHicTs Mae 6yt cTepumsHum Mae 6ytH creprananm Binnogizae

13) Jaruniky IIponyxr mae simmosimarw | He 3a3HaAyacTECA Bimnosinae
PO3YHHHHKIB Ph.Eur 5.4, Option-1 ]

UpnmiTkn: 3pasox Binmosizac sasmaye

HHM CTaHIapTaM sKocTi crocosno USP/Bur. Ph. Cienmdikanii Ta

MK
HoAcHroBaneHi mpumiTky: Bume HaBelleHi pesynnTaTu BHNpobysanns gup. HOMEp MIpOTOKOMY
«BP/20/004215.
| Naxi Higrorosaeno: Hepesipeno: 3aTeepmkeno:
Im’n Bixpanr Xaynapi Awmir Kymap Bepma Pampxis Kayman
Mocapa Crapmuii  kepipuux 3 KepiBHuk 3 sxocri 3aCTYnHMK  kepiBEMKa 3
AKOCT] 3abesneveHns skotTi "
inunc/Nara (ridnuc), 31.12.2020 (nidnuc), 31.12.2020 ]

®opmar Ne SOP/QC/153-f19-E0Q

(nidnuc), 31,12.2020.
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IMMAKYJI JIAUGCANEHCHUS TIPAUBIT JIMITE/ - luzis
Bopxke/Pern. Ogic:

Binnemx TauTenan, Ponap Poag, Hanarap, Mictpixt Conan,
Ximauan IMpagemw, 174101, Ingix

CEPTH®IKAT AKOCTI TOTOBOTO JOKAPCBKOI'O 3ACOBY

Hasga nixapenkoro | T EMOAKTKB-ME, po3uuy Miskrapoana Tpanexcamosa xucioTa ang
3acoby ans 1wexuii, 100 Mr/m, o § HENATEHTOBAMA | iH’exuiii 500 Mr/ 5 mu (100
M1 B aMnyni, mo 5 amnyn s Ha3pa Mr/ms)
KapTOHHIH kopobii
3akas Brytpinniii/€sp. Gapm. Homep nporokoay FP/20/0014]
Kinbkicrs apaskin 1x52 Nos Homep cepii TRAQ012005A
3pa3ok Binyyen na 21/12/2020 Hara 11/2020
BMI'OTOBIEHHN
Jdinensisn BupoGuuxa MB/13/859 Tepmin 10/2022
OpUAATHOCTI
Homep SPS FPS-266-00 06’em cepii 94339¢naxonie
/18867ynakosox
Homep STP FPT-263-00 Panox VYxpaina
Harta ananizis 24/12/2020 Cropinka 535 J

Peecrpaniiine nocizuenns s Yxpaini: UA/18116/01/01 Bix 01.06.2020, niiicre xo 01.06.2025
A migTRepIOKYIO, MO BUMEeRKAa3AMA inpopmanis € AOCTOBIPHOIO Ta TOYHOM. [Jana cepis JiKaperKoro 3acoly

Oco6a sinnoBizannua 3a BUIYCK Cepii:

Iv’s: Pamxis Kaymran

Ilocana: 3acTynmux KepiBHHKA

Hara: 31.12.2020

[Mesarxa: IMMAKYJT TAHOGCARCHCH3 IIBT. JITA.]

ani Iliarorosneno: Hepesipeno: 3aTeepnazeno:
Im’sa Bixpant Xaynapi Amit Kymap Bepma Pamxir Kayian
Hocana Crapmuit  kepipHuk 3 Kepirpuk 3 axoeri 3acTynHHMK  kepismmka 3
AKOCTI 3afe3nevenns sxocri

Hignue/Mara (nidnuc), 31.12.2020 (nionuc), 31.12.2020 (nidnuc), 31,12.2020 .,
Dopmar Ne SOP/QC/153-f19-EQ Zf'..: 5 e
i
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JIEPXJIIKCITY)KBA
JIEP)KABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KHIBCBHKIHM OBJIACTI

npocnekT Banepis JloGaHoscbkoro, 51, m. Kuis, 03110, Ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua.https://www.dls.gov.ua, Kox €JIPTIOV 37078774

BUCHOBOK
Npo SAKICTb BBE3eHOro B YKpaiHy JiikapebKoro 3acoby

06.04.2021 Ne 16008/21/10

I'EMOAKTHB-MB

(HalimeHyBaHHA NiKapcbkoro 3aco0y 3riHO 3 peecTpauifiHuM NOCBiIYEHHAM)
PO34MH Aas in’eKuii, 100 Mr/va mo 5 ma B ammy.ti, no 5 ammya y kaprouniii KOpooui

((bopma Bunycky, n03yBaHHs, BUI NAKyBaHHs niKapceKOro 3acofy)
Howmep peectpauiiinoro nocsinuenns UA/18116/01/01 crpox aii peectpauiiinoro nocsimuenns 01.06.2025

Cepis nikapcbkoro 3acoy Ne TRA0012005A Kinbkicts BBe3eHOrO Nikapeskoro 3acoby 360

BupoGuuK IMMAKYJI JJAUGCANEHCH3 ITIPAVBIT JIMITE/, Inzis
(HalimenyBaiHs BUPOGHHKA Nikapchkoro 3acofy, kKpaiHa NoXomKeHHS )
BseseHo B Ykpaity CnizibHe yKpaiHChK0-eCTOHCHKE MANPHEMCTBO y HOpMi TOBAPHCTBA
3 00MeKeHO0I0 BiAnoBixasHicTIO "Onrima-®apm, JIT/I", izenr. koa:
21642228

(naiimenyBanns Ta koa 3a €/IPTIOY ropuanynoi ocobu aGo npizsuie, iM's, no 6aTbKOBI tizuyHOT
0co0H - nianpuemuy, i Micle NpoxHBaHus TA peecTpaLiiiHmii HoMep 00:1iK0BOT KapTKH I1aTHHKA
noaarkie aGo cepis Ta Homep nacnopra)

Mpotokon Bisyansnoro kourposo sin 31.03.2021 Ne 0977/1.
JlaGopatopunii ananis skocTi Jikapckkoro 3acofy 3ailicHenuii:

TOB "Texnona6" (m.JIsBiB, By Jlanuna Anocrona, 2)
(HaliMeHyBaHHA Ta MicLe3HaxowKeHHs 1afopaTopii, Wo nposena 1aGopaTopHKii aHANi3 AKOCTI) |

BucHOBOK w010 skocTi ikapebkoro 3aco6y, Buaaxnii naGoparopieio eix 10.03.2021 Ne 0327

Pesynbrati naGopatopHoro aHanisy akocTi nikapcekoro 3aco6y 3a riepeBipeHHMH NOKa3HHKaMH BUAIIOBIAAIOTH
BHMOTaM METOZIB KOHTPOMIO AKOCTi (aHANITHYHO-HOPMATHBHOT I0KYMeHTaLLii).

3a pesymbTaTaMM IepKaBHOTO KOHTPOMO BCTAHOBNEHO, IO . Mikapcoknii  3aci6 BBeseno B Vkpaimy 3

A0OTpHMA Or 3aKOHOJABCTBA LI0A0 3abe3neYeHns Ak

Yom —m "
¢Cri Nikapekkux 3acobis.

F Onexciit CONOPAH
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