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CEPTHUDIKAT

PRI - 5 B : e

Aaweacres, ae 10 maneya y Saicrepax, 30cancyn {10x3} 5 kaprossiii kopobui

Possip cepii: 5323 ynarkosok
Homep cepii: 00031

Hdara supoduuursa: 19.10.2018
Tepnmin npuaaraoeri: [9.10.2021

ol HrepliSIit CaathX, nya, Tefiupin-Bipr 13,
Flimgdaaiiia / Biohealth International GmbH,
L 95213 Miinchberg, Germany, ven. +49-

Bl:!i](-l-l‘-nlﬁi\': Biowend |
Y3213 Mionixdenr, i
Heinrich-Wirth-Syr. 153
Q23187087200
ENBITEN rmwr—ni'l' {2 QPOZYRT v Kpalui Bupodnura: Pog
Dttt v Ciaeire CurTpacce 30-41, D- 12247, Beprin,
Hisenunna - Roju Phanmazie GmbH. S»IL,mmssirabsu 40-41, D-
(2247 Berlin. Germany,

Imnoprep Ta sinnoeisansuuii 3a sunyer cepii: TOR
«Mensecrcradn. Yrpaina, 04123, v Kuin, ryat. Bitpaui I'ope,
Gyn. 3 A,

ten/ake: {044) 464-14-0)

e-mail: medwestsnabigfarsipharm,con.ua

Pacysaneaug: TOB «HBT «Yecypi-@aops, m. Kuis, npos,
Banritficskuii, 23,

#a samosnenns TOB «MeasecteHaby

1o A40-20-373-080-20 e-mail: inf -pharma :
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PEIVARTAT: Cxpaneno

Matonn abepiranns B OpPAriHanbHiil yriarosul npi remnepatypi ke sruwe 30 °C

Bucnosor wono sinnosiauocri: ueil npojys snpobneno arigno sivor FLACCP Ta cxBaneHo fo BUTIYCKY 3 ia,

creifire i

b . A/Mé-?

Yopuobaii A.B.
Mara: 13.11.2018
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NABROS PHARMA PVT. LTD.

Office : 3rd Floor, Oriental Building Il, Opp. Art Gallery, B/H British Library Law Garden,
Eliisbridge Ahmedabad - 380006 Gujarat, India Phone: 91-79-26405299, 26447591 Fax:
+91 79 26407399

Factory: Survey No. 110/A/2, Amit Farm, Jain Upasrya, Nr. Coca Cola Factory,

N.H. No 8, Kajipura — 387 411

(The Drugs & Cosmetics Act 1940 & The Rules there under) %

ALI

CERTIFICATE OF ANALYSIS

Name of Product: Jcrpuka kancyast

Batch Size: 243915 Capsules Batch No:. EQ0001

Mifg Date: 03-2019 A.R.No.: F/C-18/EQ0001
Exp Date; 02-2022 Date: 06-04-2019
Ananus Onncanue Pesyantar

Brewnuit BHJ 3eseH I KOMNayoK ¢ 3eneHsiif Konnayok ¢

3ENeHBIM KOpIycoM, Ges
nevary, 6e3 HalNKUCH, pasMep
«1», TBEpaBIE KeENaTHHOBLIE
Kancybl

" | 3eJICHEIM KOpITyCcOM, 6e3

neyaty, Ge3 HaanucH, pasmep
«1», TBepHEIe XKenaTuHOBLIC
KancyJsl

IIBer uurpeauenta

4

3anenHeHO NopoIKOM
JKENTOBATOrO LBETa

3anoNHEeHO MOPOIIKOM
JKEJITOBATOrO NBETa

Bpems pacnagaemoctn

He Gonee 30 mum, (aoﬁa 37+

07 mun. 15 cex.

; 2°C)
Cpeannii Bec kancyn 375 Mr+17,5% 371,06 mr
Cpennuit Bec mycToix 75 Mr 79,01 mr
Kancya
Cpeanuii Bec uarpeanenra | 300 mMr 209,05 mr
Onnopoanocts Beca He Gonee +- 7,5% or CootsercTByeT
CPEIHEro Beca HeTTO
Hnpenrudpuxanun B coorsercrenu ¢ IMonoxurensHeii
Npouenypoi aHaJH3a JO/KEH
GBITh NTONOXUTENBHBIM 115
H30(1aBOHOB H
doconunuzop
MuxpoGuosioruyeckas He Gonee 1000 aspobubix <10 KOE/r
YHCTOTA Gaxrepuit n 100 rpubos B 1 r | <10 KOE/r
npenapara
\ Escherichia coli and OrcyrcTByer
Salmonellae
JOJBKHEIOTCYTCTBOBATD
KonnyecTBeduniii anaans
I Occenupansueie Ot 180,00 mr o 220,00 Mr 203,65 Mr
ochomunuas 200 Mr Ot 90% po 110% 101,82 %
2 CoeBbie n3odasost 40% Ot 67,50 Mr no 82,50 Mr 74,70 Mmr
75 mr Or 90% po 110% 99,60 %

3aKmoyeHue: IPONYKT COOTRETCTBYET cnenuduKanuy

. 3
ANALYsT { P
DATE :06-043019

]




34-B, Predslavinska Str., Kiev, Ukraine%_/

Tel./Fax: (+38 044) 464-14-01; 464-14-02
e-mail: medwestsnab@farsipharm.com.ua

ERWESTSNAB

LLc

TOS ' e-mail: medwestsnab@farsipharm.com.ua

BECTCHAS e

: ft

CEPTU®IKAT

Hponyxr: Jietnaaa nobasxa. Kowbinopanuit npobioTHK Pozmip cepii: 3633 ynaxopox
Homep cepii: 0001
JIAKTEH-JIOP Ne24, xyBannti Tabaerkn 3 ane1scHHOBAM cvMakoM | [lara supobuunrea: 01.06.2020

- Tepmin npuparnocri: 01.12.2021

Bupefuuk: Lallemand Health Imnoprep Ta sixnoBinanbuuii 3a BANyck cepii: TOB «MemBecTcRaOY,
Solutions Inc. / Mannemang Xenc Ykpaina, 04123, m. Kuis, Byn. Bitpsni Topu, 6y, 3 niTepa A,
Comoume Ink., Ten./daxce: (044) 464-14-01

8480 St-Laurent Blvd., Montreal, e-mail: medwestsnab@farsipharm.com.ua

QC, H2P 2M6, Canada / 8480 Dacyramsuuk: TOB «HBII «Yceypi-nopy, M. Kuis, Byn. Cemena
Bynsgap Cs. JlappenTis, Mounpeans, | Cxnapenka, 9

Kgebex, H2P 2M6, Kanana Ha 3amoBieHs TOB «MenrecTenab»

: OI3SUYHI AHAIZK
Bimxuaenns macn 500 Mr (vexi: 463 Mr - 538 mr) 504 Mr
3oeHimHi# BRI KoJlip Kypanbni Tabnetku 6inysaroro KOJIBOPY 3 . ;
- TEMHHMH BKPArUIEHHAMH REIRte b

MIKPOBIOJIOTTYHI AHAJII3U

3arambHa KiTbKicTs aepoonux

s . <1 x 10*KYO/r Bianosizae
EnTepoGakrepii <1x10°KVO/r BiANOBIZAE
Efﬁ"'_e""ﬁhi" coli Bizcyrriets /T BiAmoBigae
Salmonalla sp. Bincyraicts / 10r Binnoaii[ae_

Staphylococcus aureus Bincyrhicts / slbrine

Jpixaxopi ra nicassi pHéEE | <] ¢ 102KYO/r
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Poccus

AnTtaickuit kpai, 659332 1. buick
yA. Coynanwctudeckas 23/6
3A0 «3BANAP»

YnoctoBepeHue o KavyecTee v GezonacHocTu Ne 5-002611
o1 "19" oxTabps 2020 T,

HanmeHosaHwe npoaykumu no HA TypBocnum HoYk ycuneHnHas dopmyna (Ykp), kanc. Ne3D
no 0,3 r dnucrep
Homep naptvu 0700011
[aTta w3roToBnenus 09.10.20
Konwsectso npoayKumni B NapTum, ynak, 4 212
Homep HA TY 9100-203-21428156-14
_ Nead . Haumenosanue noxazamened o Fij [ Tpebosanus [ Peaynsmame! aHanu3os
OpraHonenTuyeckue NokazaTeni:
- BHewHui Bug Kancynbl TBEPAbIE KeNaTHHOBbIE, Kancynkl TBEDAbLIE HENATUHOBLIE.
CopepXuUmMoe Kancyn-nopoLok ot Cogepkumoe K2Ncyn - NopoLok
GekeBoro A0 CBET/I0-KOPUYHEBOTO CBETIIC-KOPUYHEROro YyseTa ¢
UBeTa C TEMHEIMU U CBETNBIMIA TEMHLIMU W CBETMbIMY
BKPanNeHwaMU, BKPanNeHnsaMu.
2 PUINKO-XUMUYECKUE NOKASATENN:
- OpHOpPOAHOCTL MACCH! 403MPOBEHHLIX (hOpM, T 0,300+/-0,060 CooTrBeTcTByeTt
- Maccosan gona snary , % He Bonee 10,0 CooTeeTcTByeT
- CoaepaHue MMAPCKCUNMMOHHON KMCNOoThl, Mrikanc. He medee 50,0 CooteeTcreyer
- CopepxaHue aHTPALUEHOBHIX NPOU3BOAHEIX B nepecHeTe
Ha X[i‘lsf)(bEiHDEylc »'c}u;';my, Mrn?ar:c. i F i HE menea 0 Cooreorareyer
3 TORCHYIILIC DNCMONTLI:
- CBukeu, mr/kr He Bonee 5,0 CooTtsercrayer
- MbiLbRAK, Mrfkr He Bonee 3,0 GooTteeTcTBYeT
- Kanmui, mrikr He Bonee 1,0 CooTseTcTRYET
- PryTh, Mr/kr ke Bonee 1,0 CooTeercTRYET
4 MNecTuyrab:
- lexcaxnopuvknorekcad (a,B,Y -waomepsl), Mrikr He Gonee 0,1 CooTtseTtcTayer
- OOT v erc metaBonuts), mMr/kr He Gonee 0,1 CooTsercrayer
- AnppuH, Mrfkr He ponyckaercs (<0,002) CooTseTtcrayer
- lentaxnop, mr/xr He gonyckaercs (<0,002) CooTeeTCTRYET
% Paguoryknuger
- Leani-137, Brlr He Sonee 200 CootseTcTRYET
- CTpoHUMA-90, br/xr He Gonee 100 CootseTcTyeT
6 MukpoBuonoruueckue nokazaTenu;
- KMA®AEM, KOLC/r 1e Gonee 5,0x10(4) CoorsetcrayeT
- BIKT (konmdyopmet} 80,11 OTCYTCTBUE He ofHapyxeHo
-E.coli 81,0r OTCYTCTBUE He obHapyxeHo
c-agimrf::ﬁf Mawﬁ%?garaummm, B TOM Yucne oTcyTeTERE He oBHapyxeHo
- Lposoxu v npeceny, KOE He bonee 100 CooTtBETCTBYET
. Cpox rogHocTH 3roga
8 YCNOBUA XDAHEHUA flpu Temneparype He Botwe +25 °C
3aknioyeHue: TypBocnum Houb yeuneHHas dopmyna (Ykp), kanc, Ne30 no 0,3 r 6nucrep

naptus 0700011 cocoTeeTcTByeT TpeGosarusm TY 9100-203-21428156-14
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Bionorica’

CEPTUDIKAT AKOCTI

KanedpoH® H kpanni opanbHi
no 100 mMn y dhnakoHi 3i ckNa 3 AO3YIOYUM KpanenbHUM NPUCTPOEM;
no 1 pnakoHy B KOPoOUi 3 KAPTOHY

Airoui pevoguru: 100 r kpanens MIicTATs 29 r ekcTpakTy (1:16) 3 NikapCbKUX POCAUH:

Tpasu 3onoTtoTucadHuka (Herba Centaurii) 06r
kopeHs niobuctka (Radix Levistici) 06r
nucTa poamapuHy (Folia Rosmarini) 06r

KpaiHa Bupo6HuK: Himeyunna
KpaiHa npu3HadeHHs: YkpaiHa
P.n. Ne UA/4708/01/01

BN 22.12.2016 po 22.12 2021

BWUpoBHUK rotoBoro nikapcbkoro 3acoby
fliugHaia Ne DE_BY_05_MIA_2019_0006/

ROF-SG55.2-2678.1-4-220-5

Ceotudikar GMP Ne DE BY 05 GMP 2020 0039

Cepisi Ne: 0000157827

Poawmip cepii: 48379 ynakosok

Jata supobuunyrea: 05.10.2020
Tepmin npuaaTtHocTi: 10.2022

Hata nossony Ha Bunyck: 03.02.2021

bioHopuka CE
KepxeHwrTenHeptwTpacce, 11-15,
92318, M. HonmapkT, HimeuuunHa

BolweynoMsiHyTaa cepun Guina NpoBepeHa B COOTBETCTBUU C YTBEPXAEHHOU AOKyMeHTaumen dupmbl Ha «Kanedpon®

H» kannu opansHbie

Moka3aTenu kavyecrea
OnucaHue
BHewHwnn sug

3anax

Bkyc

HMdenmugukayun
Npexntndukaums

acupHbIx macen, TCX
WNnenTtudpukaums ropedent, TCX
Muxpobuonozuyeckan
yucmoma

TAMC

TYMC

WenyeycTonumesie
rpamoTpuudTtensHble baktepuu
Salmonella

Escherichia coli
CodepxaHue

3TaHon

Obwue nonuceHonsl
HAononHumensHbie mecmei
pH

AbcontoTHas NNOTHOCTL
OTHOCUTENLHARA NMOTHOCTL
Nokasarens npenomnexus
Cyxow octaTtok

O6veM HanonHeHus

e
. / -
wr / /'/,/_’ //\./’ : / .

MeToabl

CEHCCPHb I

CEHCOPHbIN
CEHCOPHbIN

B PY PM 117/03

B PY PM 120/03
Ph. Eur. 2.6.12/2.6.31

2.6.12

2612

2.6.31

2.6.31
2.6.31

B PY PM 188/02
B PY PM 116/03

Ph. Eur. 223

Ph.Eur. 225

Ph Eur.225

Ph. Eur.226

Ph. Eur. 2.8.16
HoxymeHTauns pupmsi
(FP-VO)

Cneuundukauunsa

[po3pauHas unu crerka myTHas,
XKEeNTO-KOPUYHEBAR KUAKOCTDL.,
B0o3MOXHO NoMyTHEHUE Unu
BbiNafexne ocajaka B npouecce
XpaHeHusn,

3anax nwbucTka

ApomMaTHbIW, Crerka ropbKoBaThii

CooTtseTcTayeT TpebOBaAHURM

CoorBetcTByeT TpeboBaHURM
CootBetcTtayeT

Ph. Eur.5.1.8,B

< 10* KOE/mn

MakcumansHo ponycTumoe
3Havenue:; 50 000 KOE/mn

$ 102 KOE/Mn

MakcumaneHo gonyctumoe
3HayeHune: 500 KOE/Mn

£ 102 KOE/mn

OTCyTCTBYET B 25 Mn1
oTcytcreyet 8 1 Mn

16.0 — 19.5 [% (c6/06)]
50-31.0mr/100r

48-58

0.974 - 0.978 ricm?®
0.976 - 0.980
1.343 - 1.345

0.5-0.7 % (m/m)
CooTtBeTcTayeT TpeboBaHuaM
AoKyMeHTauun hupMmbt
(FP-VO)

cTpaHuua 1 u3 2
BuoHopuka CE, KepxeHurednepwrpacce, 11-15, 92318, r Hoamapkt, lepmarus, Ten.: 0 91 81/231-90, dakc: ¢ 91 81/23 12 65

Pe3svnbTarthl

COOTBETCTBYET

cooTBeTCTBYET
cooTBETCTBYET

cooTBETCTBYET

COOTBETCTBYET
cooTeeTvcTeyet

< 104 KOE/Mn

< 102 KOE/mn

< 10? KOE/Mn

OTcyTeTe. B 25 Mn
OTtcyTeTe. B 1 Mn

19.1 [%(06/06)]
30.1 mi/100 1

55

0.977 ricm®
0.978
1.345

0.5 % (M/M)
100 mn




Bionorica’

CEPTUDIKAT AKOCTI

KanedpoH® H kpanni opanbHi
no 100 Mn y chnakoHi 3i ckna 3 KO3YIOUYUM KpanenLHUM NPUCTPOEM;
no 1 conakoHy B kopobui 3 KapTOHY

Airoui peyosuru: 100 r kpanens MiCTATL 29 1 ekcTpakTy (1 16) 3 nikapcbKux POCNUH:

Tpaeu 3010ToTUCAYHUKA (Herba Centaurii) 06r

kopeHsa nbuctka (Radix Levistici) 06r

nucTs poamapuHy (Folia Rosmarini) 06r
KpaiHa Bupo6Huk: HiMeuuunna Cepin Ne: 0000157827
Kpaita npuaHavuerHs: Yxpaina Poamip cepii: 48379 ynakosok
P.n. Ne UA/4708/01/01 Harva Bupo6Huytea: 05.10.2020
BiA 22.12.2016 no 22.12.2021 Tepmin npupatHocrti: 10.2022

[ara nossony Ha sunyck: 03.02.2021

Bupob6Huk rotoBoro nikapcekoro 3acoby BioHopuka CE
Niuensia Ne DE_BY_05_MIA_2019_0006/ KepxeHwrTenHepwrpacce, 11-15,
ROF-SG55.2-2678.1-4-220-5 92318, M. HotmapkT, HimewyuHa

_Ceprucikar GMP Ne DE_BY_05_GMP_2020 0039

Ccbinku Ha Ph. Eur. cooTBETCTBYIOT TeKyUIEMY U3AaHUIO.
HaHHble aHanusa AeNCTBUTENbHBI ANS MECTA U BPEMEHMN BbiNONHEHNS .

HacToAwmum yaocTosepsio, 4To NpuBEAEHHAN BbilWE NHIOPMALUNA ABNAETCS NOANVHHOM U TOYHOWN.

Ota cepus npenapata 6bina NpousseeHa (B TOM YUCNE ynakosaHa, MapK1MpoBaHa) U NPOBEAEH KOHTPONb ee
KA4ECTBA HA BbILLEYNOMSAHYTOM y4acTke B NOMHOM COOTBETCTBUU C TpeBoBaHuamu GMP, yCTaHOBNEHHbIMY
MECTHbIM DErynAaTopHbIM OpraHoM, a Takke B COOTBETCTBUM CO CMEUUPUKALIMSMU, COAEPKALUMMUC B
PErUCTPaUMOHHOM AOCHE.

MpoTOKOMbI NPOU3BOACTBA, YNAKOBKU M aHaNW3oB Gbinu pPacCcMOTPEHbI M YCTAHOBMEHO COOTBETCTBUE
Tpebosanvasm GMP.

KanedpoH® H kannu opanbHble 100 mn cepus No 0000157827 otseqaeT BCEM TpeBOBaHUAM
AROKYMEHTauuu OUpMbl U NPUsHaHa rogHoW K npoaaxe.

CTPaHWLA 2 13 2
Bronopuka CE, KepxerwTtehHepwTpacce, 11-15, 92318, r.HoilimapkT, Fepmanua, Ten.: 0 91 81/231-90, dakc: 0 91 81/23 12 65




Bionorica

S

CEPTUOD®IKAT AKOCTI

KaHnedpoH® H kpanni opanbHi
no 100 mn y donakoHi 3i ckna 3 [O3YIO4NM KpanenbHUM NPUCTPOEM;
no 1 conakoHy B kopoGLi 3 kapToHy

NEPEKNAQAQ 3riIgHO 3 OPUIFIHANOM

Hitoyi peyosuru: 100 r kpanens MiCTATL 29 1 ekcTpakTy (1:16) (ekcTpareHT eTaHon 59% (06/06) 3 nikapCbkUX POCAUH:

Tpasw 3onovoTucs4ruka (Herba Centaurii) N 06r
kopeHs mobucTtka (Radix Levistici) 06r
nueTa posmapury (Folia Rosmarini) 06

Cepin Ne2: 0000157827
Posmip cepii: 48379 ynakosok

[ata snpobruurea: 05.10.2020
Tepmin npugaTHocTi: 10.2022

Data possony Ha sunyck: 03.02.2021

Kpaina BUpo6HMK: HiMeyunna
KpaiHa npusHadeHHs: YkpaiHa
P.n. Ne UA/4708/01/01

BiA 22.12.2016 po 22.12.2021

BupobHuk rotoBoro nikapcukoro 3acoby
finensia Ne DE_BY_05_MIA_2019_00C6/
ROF-5G55.2-2678.1-4-220-5

Ceptudikar GMP Ne DE BY 05 GMP 2020 0039

BioHopuka CE
KepxerwTtenHepwTpacce, 11-15,
92318, M. HoltmapkT, Himeu4nHa

BuwesasHauena cepis Gyna nepesipeHa BsianosigHo Ao 3aTBEpPAKEHOI AokyMmeHTauil dipmn Ha Kanedpon® H,

Kpanni opanshi.

Noka3Huku akocTi

Onuc
30BHIWHIN BUrNag

3anax

Cmak

Idenmucpirayin

edipHux onin, TWX

ripkoT, TLUX
MikpobionoeivHa yucmoma
TAMC

TYMC

HosyocTinki
rpamHeraTnehi bakTepii
Salmonella

Escherichia coli

Bmicm

Erakon

3aranbHi nonicheHonu

pH

ABCONOTHA rycTuHa
BinHocHa ryctuHa
MNokaaHwk 3anomneHHs
Cyxni 3anuwoxk

Ob'em HaNoOBHEHHA

Mertoan

CEHCOopHUN

CEHCOpHUN
CEHCOpHUK

B PY PM 117/03
B PY PM 120/03
Ph. Eur. 5.1.8, B
2612

2.6.12

2.6.31

2.6.31
2.6.31

B PY PM 188/02
B PY PM 116/03

Ph. Eur. 2.2.3

Ph. Eur. 2.2.5
Ph.Eur.225

Ph. Eur. 2.2.6

Ph. Eur. 2.8.16
HokymenTalia dipmn
(FP-VO)

Honyctumi mexi

Mposopa abo 3nerka mMyTHa
XOBTO-KOPU4YHEBA pignHa.
Moxxnvee noMyTHiHHA abo
BUNagaHHs ocaay B nNpoLeci
3bepiraHHa

3anax nobucTky

ApomaTHui, 3nerka ripkysaTnit

3rigHO 3 BUMOoramm
3rigHo 3 BUMOramm

< 10" KYO/mn
MakcumansHo ponycTume
3HadeHHA: 50 000 KYO/mn
< 10?2 KYO/Mn
MakcnumansHo gonyctume
3Ha4eHHA: 500 KYO/mn

5 102 KYO/Mn

BiACYTHI (y 25 mn)
BiACYTHI (y 1 mn)

16.0 — 19.5 [% (06/06))
50-31.0Mmr/100 1

48-58

0.974 - 0.978 r/cm?®
0.976 - 0.980
1.343 —-1.345

05-0.7% (Mm)

PesvnbTatn

Bignosigae

Bignoeigae
BiANOBinae

signosigac
BignoBsinac

< 10 KYO/ran

< 102 KYO/Mn

< 102 KYO/mn

BiacyThiy 25 mn
Biacythiy 1 Mn

19.1 [%(06/06)]
30.1 mr/100 r

55

0.977 rlem®
0.978
1.345

0.5 % (M/m)

Bianosinae Bumoram pokymentauii 100 mn

dipmu (FP-VO)

cropinka 132
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Bionorica’

gﬁ%’?’ | : L |
CEPT”QIKAT H KOCTI NEPEKNAQR 3TIAHO 3 OPUTIHAJNIOM

Kanecdpoh® H kpanni opanbHi
no 100 Mn y cbnakoHi 3i ckan 3 A03yHOUYMM KpanenbHUMm NPUCTPOEM;
no 1 chnakoHy B KOpoBUi 3 kKapToHy

Airowi peyosuru, 100 r kpanens MICTATL 29 r exkcTpakTy (1:16) (exkcrpareHT eTaHon 59% (06/06) 3 nikapcskux POCMKH:

Tpasu 3010T0TUCAYHMKA (Herba Centaurii) 06r |
kopers nobuctka (Radix Levistici) 06r ;
nmnets pos3mapuHy (Folia Rosmarini) ., 06 |

KpaiHa Bupo6HUK: HimeyunHa Cepis Ne: 0000157827

KpaiHa npusHaueHHs: Ykpaina Poawmip cepii: 48379 ynakosok

P.n. Ne UA/4708/01/01 OaTa BupobHuutea: 05.10.2020

Bin 22.12.2016 po 22.12.2021 Tepmin npupatHocTi: 10.2022

Nata possony wa ennyck: 03.02.2021

BupoBruk rotosoro nikapcbkoro 3acoby BioHopuka CE
Niuensis Ne DE_BY_05_MIA_2019_0006/ KepxeHrwrenHepwrpacce, 11-15,
ROF-SG55.2-2678.1-4-220-5 92318, m. HomapkT, HimeudnHa

Ceptudikar GMP Ne DE BY 05 GMP 2020 0039

AaHi aHaniay RIACHI ANA MICUSA Ta Yacy BUKOHAHHS.
YcinocvunakHsa Ha €sponeiickky dapmakoneio (Ph. Eur.) BigHOCATLCS A0 ii NOTOYHOTO BUgAHHS.

Lum 1 3acsiguyio, Wo HaBeaeHa BuLle IHPOpMaLjis € AOCTOBIPHOI Ta TORHOK.

Lo cepito npoaykuii 6yno supobneHo (Britoyatoyn NaKyBaHHS/MapKyBaHHA) Ta NPOBEAEHO KOHTPONL 11 AKOCTI
Ha BuULlE3a3HadveHrin AiINbHULI Y NOBHIM BIANOBIAHOCTI 3 BUMOramm GMP, BCTanoBNEHUMM MicLEEUM
PETYNATOPHUM OpraHoM, a TakoX BIANCBIAHO A0 cneundikauii, Lo MICTSTLCS y PEECTPauitHOMY JOCkE.
MpoTOKONW BUPOBHWUTBA, NakyBaHHs Ta aHanisie Oynv nepernsnyTi Ta BCTAHOBNEHO BIANOBIAHICTL BAMOraM
GMP.

KanedpoH® H, kpanni opanihi 100 mn, cepisi Ne 0000157827 signosinace BciM Bumoram [okyMeHTayii dipmu
Ta BUSHaHa NpUAATHOK [0 NPORaXY.

Hownmapkr, 03.02.2021

O-p X. WyBaym
YnosHoBaxeHa ocoba

cTopiHka 23 2
Bionopuka CE, Kepxenwrednepwrpacce, 11-15, 92318, M. HoimapkT, Himeuunna, Ten.: 0 91 81/231-90. ®ake: 0 91 81/23 12 65




JAEPXJIIKCITYXXBA
JAEPKABHA CJIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMMHM Y KHIBCBKIA OBJACTI

npocnekt Banepis Jlo6anoscrkoro, 51, M. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €IPTIOY 37078774

BHCHOBOK
NPO SIKiCTh BBE3EHOro B YKpaiHy JiKapchbKoro 3acody

05.03.2021 Ne 8466/21/10

KAHE®POH® H

(naliMeHyBaHHS JTikapcEKOro 3aco6y 3rifHO 3 peecTpariiiinum TIOCBiTYEHHSIM)
Kpamti opanbHi, 1o 100 M1 y ¢axoni 3i ckiia 3 103y0uum KpaneisHAM npucTpoem; no 1
¢1aKoHY B KOpoGLi 3 KAPTOHY

(¢opma sumycKy, A03YBAHHS, BUA NaKyBaHHs JIKAPCHKOTO 3aco6y)

Howmep peectpauiitroro nocsimuenns UA/4708/01/01 crpox mii peecTpauiittoro nocsirdenns 22.12.2021

Cepis nikapcskoro 3aco6y Ne 0000157827 KinbkicTh BBe3eHOr0 Jikapcskoro 3acoby 3920
BupoGruk bionopuka CE, HiMmeyunna
(HaiiMeHyBanHs BUpOGHIKA JikapesKkoro 3acoly, Kpaina TIOXOIKEHHA)
Beesero B Vkpainy CrisibHe yKkpaiHChKO-eCTOHChKE MANPHEMCTBO Y dopmi TOBApHCTBA
3 o0mexxenomw BimnosinanpHicTio "OnriMa-®apm, JITI", izenr. kon:
21642228

(nalivenyBanus Ta ko 3a CJIPTIOY 1opunnunoi ocobu aGo npissuie, iM'4, 00 GarekoBi BizuuHOT
0co6u - mianpuemus, i Micue NPOXKUBAHHA Ta peecTpaniittuit Homep 061ikoBOT KapTKH IUIaTHAKA
nioaarkis a6o cepis Ta HOMEp nmacmopTa)

IIpoTokon BisyanbHoro koutpomo Bix 26.02.2021 Ne 0518/1.

3a pesynsraTaMM JepKABHOTO KOHTPONIO BCTAHOBJEHO, IO nixapcekuii 3aci6 BBeseno B Vipainy 3
AOTPHMAHHAM BuMOT 3aKOHOIABCTBA 100 3a0e3neueHHs SHOCT JiKapchKHX 3ac06iB.

KOU Onexciit COJIOJPAM

(ininianu Ta npissuine)




AEKJAPATISIIIPO BUUTOBLTHICTE
HPOAYRIUT BUMOUAM
TEXILTHOTO PEVAAMEHTY (MO0 MEAMUHUX BUPOETB

Tosapuerso 3 odoMeskeno i wosiaanuicio "OPJIANLO JITH", ko CIIPITOY:
39080036

[NOBHIE HRATRCHYBATHS CYE 0018 0O 0001 B e O R R e K P e TSRS MPCACTARIMKE,

Ykpaina, 19083, m. niupone TROBULI, wnuuum ] iery "Ill’ AR lﬂ;“, 0. 35, o, 603,

B aewam AR NS T SARLER-100 W v R R R TN

8 ocoi Jlupexropa [Monuenka Meonita et DB

CHOCUEL UPTEBIEI U0 W00 i O N Qo e fof o)

HIAYBCPIERY (, 110 POy Knist:

Habopn juia upovnsans nopoaciimn noea URvey s TN ) 32.5-39080036-001:2014, waac
noTendiitinoro pusnky | 3a wpirepins raaendiondt wijino poanrey 2 Texuivnoro pPeraAMenTyY

HIOA0 Meaniiix nupobis, p—

TORHTRE A TR LY W S e s Lssireidesniim BN 8 eoDx o)

O BUrOTOBIETHeS: ToBapucino 3 o0yesenoio BUOBLALHICTIO "OPJAHJIO JrTi",
Mipaina, 49083, . Auinponerponenk,  upocnerr Cazern "IIPABJIA". &. 35, od.
603,

EHITC IR W 15 1 S0, kg 1) RIIEH

BLNORIAAC sivoram  Texuiauo:o PEVAAMCITY 10010 veanunnx pupobis, saTrepaxenoro
Hocranoroio Rabinery Minicrpin Yrpainu kia 2 wosrng 2013 p. Ne 753 3a mpomenypoto,
Beranoparenow Joaarkom 8 Texirtanoro PCrIaMElTY.,

Jdewanparin ceaanena na niaerani: FEXHIAT LORY et ranit, ska clhopMOBaIa 3PN BHMOL I1. 3
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TY ¥V 32.5-39080036-001: 2014

1 Cdepa 3acTocyBaHHs

I1i texmiumi ymoBu (mami mo Tekcty - TY) mommprorotbess Ha HabGopu mms
npoMuBaHHs mopokHuHM Hoca "Kykymka" (mami mo tekcry — HabGopu). Habopu
BHKOPHCTOBYIOTBCS JJII IPOMHBAHHS HOCa IIepel 3aCTOCYBaHHAM IPH3HAYECHHX
Ha3aJIbHUX CIIPEIB.

O6nacTh 3aCTOCYBaHHS — OTOJIAPUHTOJIOT IS, iHANBIAyalbHe BUKOPUCTAHHS.

HaGopu BHITyCKarOThCS B KOMILUIEKTAIlil IUISIIIEYKH ISl IPOMHMBAHHS HOCa Ta
MTAaKETHKIB 3 MOPCHKOIO CLILIIO.

B 3anexHoCTI Biji mpu3HaYeHHS HA0OPU MOXYTh BUTOTOBIIATHUCS y HACTYITHOMY
ACOPTUMEHTI:

Habopu mms mpomuBaHHS MOpokHUHE Hoca "Kykymika" mis miteid micTsats 1
wredky 120mMit 1yt mpoMuBaHHS HOca, 5, 10, 20, 30, 40, 60, 100 nakeTukiB-carre 3
MOPCBHKOIO CLILTIO Ta IHCTPYKIIIIO;

Ha6opu s npomuBanHs nopoxHHKA Hoca "Kykymika" st topocaux MicTATh 1
wismeyky 240mit 1 mpoMuBaHHS Hoca, S5, 10, 20, 30, 40, 60, 100 nmakeTukiB-carie 3
MOPCBHKOIO CLIUTIO Ta iHCTPYKIIiIO;

HaGopu misi mpoMuBaHHS IOPOXXKHWHH HOCa "KyKymKa" CiMEHHUN MICTATH 2
IUSIIEeYKA JJis mpoMuBaHHs Hoca 120mn ta 240mi, 5, 10, 20, 30, 40, 60, 100
MaKeTHKiB-carle 3 MdeLKOIO CLILTIO Ta IHCTPYKIIiIO;

3anexHO BiJ TMOTEHIIHHOTO PUBHKY 3aCToéyBaHﬁﬂ HabOpH BiIHOCATHCA JO
knacy I 3rigno 3 JICTY 4388.

[Ipuknazx no3HaueHHS HAOOPiB:

- HaGopu mis mpomuBanHs nopoxaua Hoca "Kykymka" ms miteit TY V 32.5-
39080036-001: 2014";

- HaGopu nmns npomuBanHs nmopoxHuHA Hoca "Kykymka" mis gopocmux TY V
32.5-39080036-001: 2014;

- Habopu s nmpoMuBanHs nopoxHuHN Hoca "Kykymika" cimeitnuit TY V 32.5-

39080036-001: 2014.
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