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BIOCODEX/BMOKOOEKC
7 avenue Gallleni 94 250 Gentilly

- France / 7, aseHio Manberu,

94250 Xarnmunnu - ®paruus

CERTIFICATE OF QUALITY Ne/CEPTHU®UKAT KAUECTEBA Ne

STRESAM®, capsules/ CTPE3AM® gancyiby
Batch No. / Homep cepuu 3401

Manufacturing date / JlaTa npoH3BOACTRE 1172020
Control date / [lara npoBeAcHHI KOHTPOAS 20/11-27/1172020
Expiry date / JlaTa OKOHYAHHA CPOKA TOHOCTH 11/2023
Quantity in batch / Pasmep napreun 4 241 units

STRESAM®, capsules 50 mg Ne60; 20 capsules in blister, 3 blisters per pack / CFPE3AM®, xancynst o 50 Mr Ne 60; no 20 kancyn s 6nucrepe,
no 3 GAxcTEpa B yIaKoBKe/

Active ingredient: Etifoxine hydrochloride 50 mg

Heficreyromee emectzo: Jtudorcuna ruapoxaopua 50 mr

Reg. N in Ukraine UA/2787/01/01. Starting from 23.10.2020 validity of the registration certificate on the temritory of Ukraine is unlimited.

Per. CerueTenbeteo B Yrpanse Ne UA/2787/01/01. Havwnuan ¢ 23.10.2020 cpok neficTBMsL PErMCTPAUNOHHOTO CBHAETENLCTBA HA TCPPHTOPHH
VKpaHIEl HeorpaHHUeH.

Manufacturer/TIpoussonutens; BIDCODEX, France/BUOKOJEKC, ®pantms.

Manufacturing site/Anpec nponspoacrea: 1 avenue Blaise Pascal, 60000 Beauvais, France/ 1 Asemo Brcs ITackans, 60000 Bose, Ppantuis

MA Ne M 20/090 / JInu, Ha npouss. Ne M 20/090

CONTROLS SPECIFICATIONS RESULTS
MeToabl KoHTRONSA CHEITHOHKAIIHA PE3YJLTAT
Description White, opaque body and blue cap, capsules size #2 Complies
Onucanye containing white powder COOTBETCTBYET
Kancynsr, pasMepon Ne2 ¢ rosry6o# kpelinedkoH 0
HeTpo3Pa4HEIM KOPITYcOoM G8r0ro UBETa, CoAepalnime
nopoIuok Genoro mpeTa
Identification of active ingredien | Test Rf = Standard Rf Complies
errndukauna JTHdoKeHHA OXTIOPH, Rf ucneityemoro obpasua npudausHebHo pasHo RE COOTBETCTBYET
cTaHAapTHOro obpasua
Uniformity of dosage units Complies Eur, Ph. 2.9.40* method of mass variation Complies
ONHODOIHOCTE A03NPOBAHKEIX €AHHHI Cooteerctayet Esp. ©®apum. 2.9.40% meToz MaccoBoi COOTBETCTBYET
BapHAIIHH
Dissolution > 80 % in 30 minutes (Q =75 %) Complies
Pacrsopenue Complies Eur. Ph. 2.9.3% COOTRETCTBYET
> 80 % 2a 30 MuHyT (Q =75 %)
Cootsercreyet Erp. ®apm. 2.9.3%
Related impurities: AB2315 <2% Complies
Any other impurity No spot Complies
Conyrernyrowse npumecu: AB2315 Coaepaxanne nipumecd AB 2315: ve Gonee 2% COOTBETCTBYET
Jliobas apyras npAMEch [1aTHO OTCYTCTBYET CooTtsercrByer
Assay of the active ingredient 45 to 55 mg/capsule 48mg/capsule
KonsuecTeeHHOE ONpeAsnente STHHOKCHHA oT 45 #o 55 MI Ha Kancynuy 48 Mr/xancyna
THAPOXNOPHAA
Control of microbial contamination**:
Koutpolk MUKpOOKOROTHYCCKON SHCTOTH
- TAMC/ aspoBHeIx GaxTepui: < 10° CFU/g/ ke Gonee 10° KOE/r Complies/ cOOTRETCTBYCT
- TYMC/ rpuGos u aposokeh: < 102 CFU/g/ 1e Gonee 10* KOE/r Complies/ cOOTBETCTBYET
- E coli Absence/lg/ oTcyTeTBHE B I T Absence/lg/ oTcyTeTBHG B 1 T

* Current edition//IcHCTBYIOIIEE H3AHUE
** Every 10 batches or not less than one time in a year/kevkasie 10 cepuil WM He pexe 0AHOIO pa3a B roj

We hereby certify that the above information is authentic and accurate. This batch of the product has been manufactured (including packaging/labeling)
and quality control at the above mentioned site in full compliance with GMP requirements of the local Regulatory Authority and with specifications in the
Marketing Authorisation of the importing country, The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP/

HacTosiHM [OATEEPHKIAEM, YTO IPHBEICHHAN BRINC HHOPMALWMN ABNAETCA LKOCTOBEPHION 1 TouHOH. DTa cepus ripoaykumil Oh NpoH3EEcHa
(BKNOUAR YTAKOBHBAHHC/MAPKHPOBKY) M IPOBE/IEH KOHTPOMS KATECTRA HA BLILEYTOMIHYTOM Y'ACTKe B NOJHOM COOTBETCTEHM ¢ TpeGoBAHMAMH
GMP, yCTaHOBICHHEIMH MECTHBIM PEryJISTOPHEIM OPTAHOM, 2 TAKGKE B COOTBETCTBHM CO CNIUMPHKALNAMH, CONEPHAILMMHCA B PETHCTPALNONIOM
Z0Che CTPaHbl-HMI0pTepa. [IPOTOKONBE TIPOH3BOLCTBA, YNAKOBKH W aHANKAOB GBI IIEPECMOTPEHBL, K YCTAHOBIEHO CoOTBETCTBHE GMP.

CONCLUSION: Complies Released Pharmacist/Qualified Person
3akmoueHde  COOTBETCTBYCT TPCOOBAHHAM

Date/Hlara:




JEPXIIKCITY XBA
NEPKABHA CJIYIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH YV KMIBCHKIN OBJIACTI

npociekt Banepia JloGatoscbkoro, 51, m. Kufs, 03110, Ten/dake: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kop €JIPTIOY 37078774

: BUCHOBOK
npo AKicTL BBe3eHOro B YKpainy aikapceroro 3acody

26.01.2021 Ne 1327/21/10

CTPE3AM®
{naitmenypanig Aikapcsicoro 3acoy 3rinno 3 peecrpauiiings nocsiaMeHHAM}
wancyan no 50 mr; no 20 kancyn y Guicrepi, 1o 3 Gaicrepn y navuui
{hopra BHAYTKY, AOIYRAHIA, BH)| TAKYBAHHS AIKapChkore 3acody)

Howep peccrpaniiinoro nocsipenns UA/2787/01/01 erpok xif peectpauiisoro nossisenns 01.01.2099
Cepin sixapekxoro sacoBy Ne 3401 KinukicTs BRe3eHOrO nikapcskoro sacofy 4241

BHpoGHx BIOKOJEKC, dpanis

(naiir.{m-{ynaﬁl-m supoGmka ixapeskoro 3acoby, Kpaiua noxoxeHn )

Breseno B Ykpainy TosapucTso 3 ofMexenow0 BiinoBiAAILHICTIO "BGioxogexe Yrpaina',
inent. xon; 39331618 _
{naiimenysarns Ta koa 3a CAPTIOY mpu,m‘;ﬂm veoGu abo npiasine, s, ne arskosi Piawanol

0colH - HanpHeML, i Mice NpoXRHBanHy T2 pccupdummm HoMep 00:11K0B0T KAPTRH THIATHHKA
nosarkin aGo cepia Ta HoMep nacnopta)

TipoToked sisyansioro xourpono sia 19.01.2021 x 0082/3.

32 pesynsTaTaMM  ACPKABHOIO KOHTPOMIO BCTAHOBIIEHO, 10 HiKApCHKHiT 3acib mmeseno 1 Yrpalwy 3
AoT pmwa HHAM BUMOT 38KOHONARCTRA OO 3a0e3neuenns m«:gﬂc 1] nikapebxux zacobin.

Onexeiit COJIOJIPAT

{Tmmng ?ﬁo’?‘l “opr auy xga’auoro KOHTPOMO) {nignKe) {irfitiaund ra npizsuiLe)
ié
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Matepian:
:Ha':xBa marepiany
Cepin:

'Homep cepii bulk
KpaiHa

HalmeHyBaHHA NPOAYKTY Ta
nikapcbKa ¢opma:

Homep PeecTpayiiiHoro nocsiguyeHHs
MO3 ¥Ykpaiku, Tepmin aii
[o3yeaHHA:

Nikapcbka dopma:

Po3mip Ta TUN YNakoBk#

Hazsu, agpecu Ta Homepu niueHsiik
BCiX BUpPOBHUKIB

KpaiHa, BignoBiganbHa 3a BUNYCK
cepii

Posmip cepil:

DiznuHnii 308HIWHIK BUrnag

KomnoHeHT
BmicT
Po3unHeHHs yepes 10 xs.

Po3ynHeHHs yepes 30 xB.
PO3YMHEHHA BUCOKKMHA Yepes
10 xB
PO3YMHEHHA BUCOKKUH Yepes
30xe
PO3YMHEHHA HU3bLKE Yepes
10 x8
DO3YMHEHHA HU3LKe Yepes
30 xe
ToTCHHIcTb meTogom [4-
cnekTpockonii
Byib-AKa AomillKa
Di3UYHWA 30BHIWHINK
BUrNAA-TabneTku
Taganadiny 20 mr
Cyma AOMILIOK
OAaHOpIAHICTE A03y8aHHA
Esp.®apm./An.dapm./Papm
CUIA

METOA

BO7000
B065649

B06549
B06649

BO6643
BO6649
BO6649
B07358
BO7000

BisyanbHui

807000
BO7017

CEPTHODIKAT AKOCTI

TA446402VUE

Cianic, 20 mr, 8 Tab

D243443

D171213

YKpainHa

Cianic®, TabneTku, BKpUTI NAIBKOBOK 0boNOKKOK, no 20 mr

UA/17354/01/01; 05.06.2024

Aitcua pevoBuHa: 1 TabaeTka mictuTe Taganadiny 20 mr

TabneTku, BKpUTI NAiBKOBOO cBONOHKOIC, No 20 mr

Mo 2 TabneTok y OnicTepi, no 4 GaicTepy B KARTOHHIM Nadui

Bupo6HUK rotosoi nikapcoKoi dopmu: flinni gens Kapibe IHk., 12,6 KM 65 lndanTpi

Poaa(MPO1), Kapoaina, NMyepto Piko{MP)00985, CnoayveHi WTratu (CLUA). NepBuHHA

Ta BTOPMHHA YNaKoBKa, A038in Ha Bunyck cepil: flinni C.A., Asga ge ns lnaycrpia, 30
AnwkobeHpac, Maapua, 28108, cnaHis. fligeHzia 0287

lcnanin

2020

GizMYHMUA 30BHILLHIA BUrAAA : OBTOTO KONLGPY Ta MUraanencaibHol popmu, TabaeTku
rpasitosaHAs «C20»

TUN METOAY PE3Y/ITAT OAUMHWUA  KPUTEPII NPMHAHATTA
BUMIPY
BEPX 100,3 % 95,0-105,0 % 3aasneHoro
BEPX Bignoeigae Bianosigae
BEPX Bignosigae Bianosinae
BEPX 84 % He Hukuye 25
BEPX 101 % He Hukye 65
BEPX 75 % He Huwqe 25
BEPX 96 % He Hukue 65
4 Bianosigae Bignosinae
BEPX <=0,0500 % He Ginbwe 0,2
BizyanbHuid Bignoeigae Binnoginae
BEPX <=0,0500 % He Binblwe 0,3
Yo Bianosinae Bianosigae

[ara BupobHuurea: 05 auctonaga 2019

Jata sunycky: 08 tpasHa 2020
MNpuaathui go: 10 2022

Lixo cepito npoaykuii 6yno BMpodaeHOo, BKAIQYAIOYM NAaKYBaHHA/MAPKYBaHHA Ta NPOBEAEHO KOHTPONb AKOCTI Ha
BMLLE3a3Ha4YeHIA AiAbHWLI ¥ NOBHIK BIANGBIAHOCTI 3 BUMOramm GMP, BCTaROBAEHMMU MICLLEBMM PEryAATOPHMM OpraHom, a
TEKOX BigNoBiAHO A0 cneundikalil, Lo MICTATECA Y TOProBsil AileHsil KpaiHu-imnopTepa abo vy gocke cneyubikauiit Ha
npenapaT 4A8 4OCAILMYBaHOIo NikapcbKoro 3acoby. MpoTokonu BUpoBHULTBA, NakyBaHHA Ta aHanisie Byno nepernaHyTo
Ta BCTaHOBAEHO BIANORIAHICTE GMP. Lnm A 3acBiauyto, Wo HasgeaeHa BrLye iHQOopmaLis € AOCTOBIPHCHO Ta TOYHOIO,

YNoBHOB2XMEH WA 3 KOHTPOAK AKOCTI:IMarynaga AceHci

faTa: 11 TpasHa 2020




3511 TpasHA 2020 aneHipa Ae Aa lnaycrpis, 30 !
28108 ANbROGEHIAC, {Ma,qpug) |
en.:{+34) 91663 500 | .

Ceptudikar sBignosigHocri

Veim saikasnennm ocobam:
Unm 7 3acsigyyro, Wo HaBeaeHa suile iIHpopmauia e AOCTOBINHOIO Ta TOUHOIK.

Cepin: D243443
Marepian: TA446402VUE
Haasa mavepiany Cianic, 20 mr,8 a6
fara enpobunyrea: 05 nucronana 2019

BUllesasHayeHiil AinbHuL y noswil BiZNOBIAHOCTI 3 BUMOramMy GMP, scTanosARHMMU micuesum perynatoprmm
OPraHoMm, a TAaKOX BiANOEBiaHO A0 cneumrikaui, wo micrarses Y TOprosift AiueHsii kpaix u-imnoprepa abo Y 4OCbE
cneundixauivi Ha Npenapar Ana AOCNIKYBAHOIO AKapCHKOTO 3acoby.
BupoﬁﬂuuTBonpoaognnoehnu1x0HTponeM|ﬂgnnoan6HoroTaﬁBankbMosaHoronepCOHanyylﬂgnomAHOCThqo
MprHUMNIB €C, Brasiskamu 3 Hanemuo) BupobHuuoi Mpaktikm {GMP).
BMMAHacnpoeMHaTanauyaanbnimaTemanwnpoﬁuuw1aunpoGyBaHHﬁ,BpeaynumTiHmeﬁyﬁo niarsepaeHo
IXHI0 BignosigHicTy sumoram HOPMATUBHOT LOKyMeHTa LT, )

3pasku npenapatis, B3nTi 3 Aanoil cepli, npoliwan Nepesipry i TecTyBaHHs & KOHTDONBHO-3HANITHMUH KX
nabopatopiax HasYeHum nepcakanom, Gyno nigreepaweno ixmio BiAnoBiaHicTe HOpMmam 3apeecTposaHol
cneun¢mauﬂ(gma.goaaHﬂﬁCepTM¢MarHHccﬂy

KoHTponsHi 3pasku, 834T] 3 gaHoi cepii, a Takox sinnosigHa AOKYMEHTaUIR 3 BUroOTOBACHHA Ta TECTYBaHHA,
3aapxiscsaHii, y paai HeoBXiaHOCTI, MORyTs 6yTH Hagawi.
YpaaﬁygbﬂknxsumnneHbs&;snpoﬁquorcnpouechw 6yno3agouymeHrosaH0Ta38hurwomyrbﬁyruHagaHi
¥ pasi neobxigrocri,

La cepin ceptudikosana AD BUNYCKY AnA npopasxy YNOBHOBAaM)eHUMM 3 KOHTPOARO AKocTi, Wwo nignucanucs
HIKYe, v BiANOBIAHOCTI 40 Bumor €C
CemsﬁynaBmpoﬁneuafnnnigenbHapﬁelevﬂyepHJHKOTaynaHoaaHafﬁnﬂHZA.aAanoﬁeHAac28108
lenanin.

MNpoTokonu BUPOBHULTBA, NaKyBaHHs Ta aHaniaie Byno NEPESFAAHYTO Ta BCTAHOBMEHD BIANOBIgHIcTL GMIP.
Halimerysanna NPOAYKTY Ta AiKapcbKa Cignic®, TabneTiy, BXPUTI Naiskosoo 0GoNOHKeI0, 110 20 Mr

dopma:

Homep Peecrpauyiiinoro nocsigyenHn UA/17354/01/01; 05.06.2024

MO3 Ykpaiuu, repmin gii

flo3dysarua: Aitoua peuosuHa: 1 rabrera MicTUTh Taganadiny 20 mr

Nikapcbra dopma: TabneTku, BrpuTi naiskaroo 0600HKOK, No 20 mr

Pu3mip Ta TMR ynakaokw Mo 2 TaBnevtok y Baicrepi, no 4 Baicrepu 8 KapTonsii nay L

Hassw, agpeci T2 womepu nivensii Bupobuuk rotosol nikapcokoi Popmu: flinai genw Kapise IHK,, 12,6 KM 65
BCix Bupo6HuKia IHanTpi Poaa(npPo1), Kapoaina, NyepTo Piko(MP)00985, Crnoayyeni Wrarw

(CLA). Nepsurma ta BTOPMHHA yNaKoBKa, 4038iA Ha BUNycK cepii: Aiani C.A.,
ABna ae s IhaycTpis, 30, AnbHoBengac, Maapwa, 28108, Icnawis. NiyeHsin

0287
Kpaika, signosiganbua 3a BUNYCK cepil  Icnadin
Posmip cepii: 2020
;[yncsﬂosameﬂmﬁ 3 KOHTROM AKOCT: ; IMakynana Acenci Aata: 11 tpasHs 2020

P¥ w1677 o7 100820 FA
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JEPXJIIKCIIYKBA
NTEPXKABHA CJIYKDBA 3 JIKAPCHKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAMM Y KMiBCBHKIA OBJIACTI

npocrekt Banepis JloGaHOBCbKOrO, 51, m. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kopn €ZIPTIOY 37078774

BHCHOBOK
Npo SIKiCTL BBe3eHOro B Y KpaiHy JikapchbKoro 3aco00y

08.09.2020 Ne 41156/20/10

CIAJIIC®

(saliMeHyBaHHs JiKapChKOTO 3ac00y 3TiZHO 3 PEECTPALiHHMM ITOCBiTYEHHAM)
Ta0JIeTKH, BKPHTI ILIIBKOBOX0 000/I0HK0I0, 110 20 mr, no 2 TaéaeTku y Guicrepi, mo 4 6icrepu
B KapTOHHiil KopoOui

(hopma BHITYCKY, 103yBaHHs, BUJ MaKyBaHH: JiKapCBKOro 3aco0y)
HoMep peecTpaiifiHOro MocBi M4eHHA UA/17354/01/01 crpox mii peecTpaiiiHoro nocin4eHHs 05.06.2024
Cepis nikapcwkoro 3acoby Ne D243443 KinbKicTh BBE3€HOTO Jikapchkoro 3acoby 400

BupoGHHK JTimni C.A., Icnanis

(HaiiMeHyBaHHs BADOOHHUKA JIiKAPCHKOTO 3ac06y, kpaiHa OXOKEHHA)

Bae3eHo B YKpaiHy CrijibHe yKPaTHCHKO-eCTOHChKE MAPHEMCTBO Y ¢dopmi ToBapuCTBa
3 oGMeskeHoI0 BinmoBinaabHicTio "'OnTiMa-Papwm, JIT/T", inenr. kon:
21642228

(HaiiMeHyBanHs Ta ko 3a €/IPIIOY 1opuaM4HOi 0co6H 260 Mpi3BULLE, iM'A, NI 0aTbKOBi Qi3UIHOI
oco6u - mianpuemus, 1i MiCLie POXHBAHHA Ta peecTpauilinuii HomMep 00/1ikOBOI KapTKH IIATHUKA
oaaTKiB abo cepisi Ta HoMep TacrnopTa)

TIpoTOKOJ Bi3yaJbHOTO KOHTPOJIIO Bill 08.09.2020 Ne 2612/2.

3a pesylbTaTaMM JIEPKABHOTO KOHTPOJIO BCTAHOBJCHO, IO nikapcekuii 3aci6 BBeseHo B VYKkpaiHy 3

JAOTPHMAHHAM BUMOT 3aKOHOJIABCTBA LIO/I0 3a6e3MeyeHHs SKOCTi JIikapChKHX 3ac00iB.

Q Onexciit COJIOZIPAA

(mimmuc) (iniuiany Ta mpi3BHILIE)
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JIEPYKITIKCITYKBA
JAEPKKABHA CJIYKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KUIBCHKIHM OBJACTI

npociiext Banepia JloGanoscekoro, 51, m. Kuis, 03110, ter/axe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua hitps://www.dis.gov.ua, Kon €PTIOY 37078774

BUCHOBOK
Npo AKiCTHL BBe3eHOro B Ykpainy nikapesioro 3acofy

04.03.2021 Ne 8304/21/10

CTPE3AM®
{HaliMeRy BaIKS TIKAPCEEOTO 30coBy riaHo 3 peccTpaniftHEM noCBiTueH M)
Kareysn 110 S8 mr; no 20 xancya y 6aicrepi, o 3 Oaicrepn v naymi
(popsa BRIYCKY, JOIYBAHEA, BIX NAKYBaHHS JHKAPCBXOTO 38006y}

Howmep peecrpautiiinoro nocsimuenns UA/2787/01/01 crpox zif peectpanittroro nocaizenss 01.01.2099
Cepis nixapeskoro sacofy Ne 3443 Kinsxicrs BBEICHOTO Nikapeskoro sacofy 3000

Bupobruk BIOKOJEKC, ®panin

(naliverypanns aupoGHuxa nikapeskoro 3acoby. KpalHA TOXOIKEN S }

Beeseno B Ykpainy Tosapncrso 3 o6Mexenolo pinnosinansuicrio "Biokogexe Yrpaina',
ient. woa: 39331618
{Halimenynaung Ta xoz 3a €JIPTIOV woprany Kol ocobu abe npizame. i, no Garkkosi $izuno]
OCGBK - TATPHEMIA, I MICLIE TIPOKHBARHS TA PLECTPaLifHKA HOMep 06AIKOROT KAPTKY NAATHHKE
foaTkik abo cepig Ta HOMep macnopTa)

Mporoken sisyansrore konrposso six 01.03.2021 N 0506/2.

3a  pesyibTatamMu AEPKABHOIO KOHTPOMO BCTAHORNIEHO, O nikapcekul  3acié  BBezeno B Vkpaimy 3

AOTPHMAHHMM sHMOr 32K0H0IABCTRA HIOHO 3a6e3NeYeHNA KKO

pmiris o . W
o N g

i nixapesxux 3acofis,
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BIOKOOEKC
7, aseHio ManbeHi, 94250
Maumugni - @paHuis

CEPTUDIKAT AKOCT! Ne

CTPE3AM® kancynu

Homep cepii 3443
Jlara enpobHALTBA 01/2021
Jlara npoBefeHHA KOHTPONIO 05-17/02/2021

Jata sakinuenus Tepminy npuaartioeti 0172024

Poamip cepii 9000 ynakosok

CTPE3AM®, xancynx no 50 mr Ne 60; no 20 kancyn B Gricrepi, no 3 Gnictepa B ynakosui

Iitoya peuosnna: Etndiokcuny rinpoxnopua 50 Mr

PTI 8 Vipaini Ne UA/2787/01/01. Tlounnaroan 3 23.10.2020 tepmix aif peecTpauifinoro nocsifHeHns Ha TepuTopil YKpaiin neoOMexcaui

Bupotuuk: BIOKOJIEKC, ®paruin

Anpeca supobanuTsa: | Asento Bres Tackans, 60000 Bose, ®panuin

Bupobnuua nivensis Ne M 20/090

METOJ KOHTPOJIIO CHNENHOHKAIILA PE3YJILTAT

Onne: Kancynu, posmipom Ne2 3 61akHTHOIO KPHILEYKORO | Bignosigae

HENPO3OPHM KOPIIYCoM GLIOre KONbOPY, IO MICTATh
TOpOLLCK GiNOT0 KONEOPY

laenTudixallis eTHOOKCHHY MAPOXI0PHAY Rf sunpofysanoro spaska npudnnsko opisioc R Bianosinae
CTAHAAPTHOTO 3pasKa

OJIHOPIOHICTL J030BAHKMX QJHHHILE Biangsinac €sp. apm. 2.9.40* meTon macosoi Bianosigae
sapiauii

PosuuHeHHA > 80 % 3a 30x8 (Q =75 %) Bignoeigae

Binnoeiaae €sp. hapm. 2.9.3*
CynyTHi gomimkn: AB2315 Buict goMimku AB 2315: ne Sinbie 2% Bianoriiac
Byab-axa [Hiwa noMiulka TTnama BIACYTHA Binnosinac

KinbkicHe sH3Ra9eHHA eTHHOKCHRY TIAPOXIOPH

Kontpons MikpoSionoriyHol SUeToTH**:
- TAMC/ aepoBrux GakTepiii:
-~ TYMC/ rpubis Ta ApIKIKIE:
- E coli

Bix 45 no 55 mr na kancyny

ne Gineiue 10° KOE/T
ne Ginene 10° KOE/r
Bigcytrictee 1 T

49 mr/xancyna

Bianosiac
Binnoeinac
BiacytHicTE B | T

* Ilirode BUAAHHS
#* Womni 10 cepiii aGo He pinuIe OIHOTO pasy B pik

LM miaTRepmcyemo, 1O HABCACHA BUlle IK(OpMauia € CNPaBXHLEOR i rounoto. Lla cepia nponykry Gyna BHrOTOBNCHA (BKNIOM@rOHH
NaKyBaHEA/MAPKYBAHER) | NPOBEAEHKIt KOHTPOIL AKOCTI Ha BHLLEBKA32KIH BUPOGHNH I AiNFHUL y NoBHiH BianosinnocTi 3 puMoraMy GMP, ecranosnennii
MICUCBHM PErynsTOPHHM OPTaHOM, a Takox Y BiNMOBimHOCTI 3i crenAdikallisMi U0 MICTATBCS B peecTPalifiHoMy JOCERE KPaiHW-IMNOPTEpa.

TIpoToKOIIM BRPOOHHUTEA, IAKYBAHHS Ta PE3YNILTATH aHaNi3iB Gyix NEPErnaKYTI, T4 BCTAHOBMEHA BinoBiaHicTs GMP.

BucHOBOK: Bianoeinae BiMoram

Hara:

gb [y 2 W?O;Zf
26 08 2 7%

{apMauesT, BIINOBIAANLHNAH 38 KOHTPO/b sanmycky/ YO

1Tamn

Dr LUZIN Nicolas
Mapmaiest/ YnoBHOBAHEAED
18 Jliotoro 2021 poky #
Mianne
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