A%

HEPXIIKCIIVIKBA YKPATHA
AEPKABHA CIVIKBA 3 JIKAPCHEKHAX 3ACOEIB TA KOHTPOJIIO 3A

HAPKOTHKAMMU YV KHIBCBKII OBJIACTI

npocnext Banepis JloGakoeckkoro, 51, M, Kuie, 031 10, Ten/takc: (044) 2753030
E-mail: dls ko@dls.gov.va, Kog €PIIOY 37078774

BHUCHOBOK
PO AKICTh BBe3eHOro B YKpainy JdiKkapebLKoro 3acody

20.03.2020 Ne 12792/20/10

TABET'LJ

(malivernyBanus NKAPCEKOTO 3200y 3TiaHe 3 PEECTPALIHHEM IOCEII9EHHIM)
Tabaerku mo 1 mr; o 10 Taénerox y baicrepi; mo 2 OaicTepH B KapToHHiil nauni
(dopma Bemycky, A03YBaHHA, BUN NAKYBAHHS NIKAPCHKOTQ 3acoby)

Howmep peectpauiiiroro nocsingenns UA/1238/02/01 CTpoxk Aii peectpaniiioro nocsingenns 01.01.2099
Cepia nixapeexoro saco6y Ne 046 Kinexicts BBesenoro nikapeskoro sacosy 48330

Bupobunx Damap Iranis C.o.A., Iranis
(WatiMeHyBaRHs BHPOOHHKA IKapcekoro 3acoby, kpaina TIOXOIUKEHHS)

Beeseno B Vipainy Hignpuemerso 3 100% inozeMunmu IHBecTHIISIMA ¥ dopmi
TOBAPHCTBA 3 00MexeHON0 BigNOBiKAILHIcTIO "'T gaxkcoCairKnaiin
Xenckep FOxpeiin T.O.B. ", inenr. xox: 24588162

(HaitMenyeanna a kox 3a €APTIOY FopuaM4HoT ocobu abo npizeHiue, iM'S, o GaTbKOB Pizmunoi
0coBH - miAnpHemus, T Micue TIPOKHBANHA Ta PEECTPALIHHHH HOMep 08NikoRo| KapTKH TUIaTHHKA
nozatkis afo cepix ta HOMEP NacnopTa)

Ipotokoen sisyankuoro koutposo six 12.03.2020 N 0771/3.

3a  pesymbTaramm  JepikasHOro KOHTPOMO  BCTAHOBNEHO, INO JNiKApCBKHN  3aci6 BEE3CHO B Vxpaimy 3
AOTPHMAHHSAM BUMOT 33K0BOIABCTEE 1010 3a0e311e9eHHs AKOCTI MKAPCLKHX 3ac00iE,

3acTyIHIK HaYaIbHUKA Blaminy
EPIKABHOI CI1yXOH 3. J1IKAPCHKHX 3ac0b6ip
Hep 3] e o , 3ybapesa H.B.
@ KORTPOITEO 32 HapKoTHiany y Kuisoskil y /
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PAMAP

Cepmudpukam kavyecmea

Mponykr

Crpana npouzeoautens
Per. ce-Bo
Cuna aelicTBMUsI/aKTUBHOCTE

JlekapcTeenHas chopma
T 1 pazmep ynakosku

Ne cepun
Konuuecteo B cepsu
Hata npouzsoacTrea
Cpok rogHocTu:

Hassanue u agpec npoussogurens

Ne nuueHsuu Ha npon3BoacTBO

TABEII TABJT 1 MI™ Ne 20,
TABEIn ®

Wranus

UA/1238/02/01

1 taBretka cogepxuTt 1,34 Mr
KnemacTWHa rugporesdymapara, urto
COOTBETCTBYET 1 MI KNeMacTuHa
Tabnetin

10 Tabnetok B GnucTepe, 2 Bnucrepa B
kopoBke

046

48 330 yn

01.2020

12. 2022

GAMAP UTANUA C.n.A., sua
HaamBenettu 25, 20021, Bapanuyare
(NpoBUHUMA Munana), MTanus

®amap Wtanus CnA: aM-142/2016

Mpumeyarun He npumennmo
[ TECTbI CNEUHUDNKALIMSA PE3YNILTATHI
Tabnetkm Genoro unu noyrn 6enoro uBeTa, Kpyrnble
MROCKUE, CO CKOLWEHHBIMK Kpasimin. Ha ogHoM
CTOPOHE NPUCYTCTBYET pUcKa W rpasvposxa O/T.
Ormucanme AuameTp: npubnuanTensio 7 mm Cooraetcrayer
Waenmdukauus knemactuna
ruapedymapara (TCX) Cooteetcrayer CooTserctByST
WaeHTndukaums knemactnia
rapodymapaTa (BINX/Y D) CooTBeTcTBYET CooTteeTcrByeT
OaHOponHOCTL A03UpPOBaHHLIX
2AUHUL O OQHOPOAHOCTH
cogepxaHus
BV CootBeTcTayeT CootBerctBYeT
B cooTsercTBUM © TpeBoBaHusM
Eur. Ph, USP u JP
PacTteopenue knemactuHa
ruapocdhymapata ( Q = 75%
Tewerune 30 MUH , KpUTepWii =80% 101%
NPUHAT B COOTBeTCTBUM C Tab. 1
Eur. Ph unu USP)
Cymma Beex npogykTos 0.0%
pasnoMeHus He Gonee 3.0% =
[MpopykTsl paznoxexuns: YKasaHHbIX NpoayKTOR pPasznomeHus:
mpmnec;b ABIHX/ YD) He Gonee 0,5% 0.

S

©AMAP Utanus C.A.

C.FePIVA 13010720152 - Capitale Sociale £8.000.000 - RE.A.

caliT: www . famar-group.com

i 4 1
—8ua [isambesnerv 25, 20021 - BapaHuare (Muna) - Wranis, 2\ e //
?:b

Ten.: 0235697.1/ ®akc: 02 35697.6542/5nextponnan noura: info.baranzate @fama r-Erotpica

N
Milano 1607490 - Registro delle -mprese Milsio
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PAMAP

Cepmudgpukam kavecmea
Mpoaykr

Crpana npouaeoauTens
Per. ce-Bo
Cwna peicTena/akTMBHOCTE

NekapcteeHHas dopma
Tvn 1 pazmep ynakoeku

Ne cepun

Konnuecteo B cepus

LaTa npouzeofcrea

Cpok rogHoeTn:

Hazeauue u agpec nponssoauTens

Ne nuueHsuu Ha NPOUIBOACTRO

TABEWIT TABIT 1 MI™ Ne 20,
TABEMMn @

Wranus

UA/1238/02/01

1 Tabnetka conepxut 1,34 mr
KneMacTuHa ruaporeHdymapara, 4yto
COOTBETCTBYET 1 Mr KNemacTuHa
TaBneTku

10 rabnetok B 6nncrepe, 2 Bnucrepa B
Kopobxe

046

48 330 yn

01.2020

12. 2022

PAMAP UTANWA C.n.A., Bua
Oaambenettu 25, 20021, EapaHnuare
(NposrHUMA MunaHa), Wtanus

®amap Uranus CnA: aM-142/2016

Mpumeyanusn He npumeuvmo
[ Mpumecs CBIIOTY D) He Bonee 0,5% 0.0%
Npumect DBIHX/YD) He Bonee 0,5% 0.0%
WHamengyansHoit npumecn He ykasanHbix npogykros pasnoxeHus -He Goniee 0.0%
0,5%
KonudyecTeeHHae onpegeneHne:
KNnemMacTuHa rugpodymapara _ ” o
(BIHXUYD) 85,0 -105,0% 100.8 %
CooteercreyeT CooTeetcTayer
Homep cepun, cpok reasoctu 046 12/2025
MukpoBuonoruyeckas yucrora:
Of6wee uncno a3pobHbLIX
opraHusmoB (TAMC) He Bonee 10 *KOFE/ r 50 KOE/r
Obuwee yucno gpoxoxeBbix 1 2
nnecHesbix rpubos (TYMC) He Bonee 102 KOE/ r 0 KOE/r
Escherichia coli OtcyTctBME B 1 T COOTEBETCTBYET

CepTudimkaumnontoe saknouexue

Huxe noAnuncaelivecs CBM,D,ETEHbCTByiOT
, BKITHOYaa

NONHOM COOTBETCTBUM C TpeboBaHuam

YNAKOBKY 1 KOHTPONb KayecTsa, Ha YKasa
m HOM u

YnonHomoueHHoe uuo Luca Tedeschi 10/02/2020

noanuck

PAMAP UTanua C.n.A.

C.F.e.P.IVA 18010720152 - Capitale Sociale £8.000.000 - R E.A. Milang 1607490 - Registro delle -mprese Milatro 40870

—B8wna [izambenerrn 25, 20021 — bapaHuare (Munan) - Mtaniy
Ten.: 02 35697.1 / dakc: 02 35687.6542/3nexTponHan noyra: info.baranzate@famar-grotin Ot e
caiit: www famar-group.com \‘i;j"-fg L TIT AN

LR ey

p\l-jb( /

2,

HHOM NPOW3BOACTBEHHOM YYaCcTKe B
fIOKaNLHOrO  3aKoHOAATENLETER, 4 Taloke B COOTBETCTBUIA ¢
3apervcTpupoBaHHoi cneuudmkaumeli CTpaHbl-uMnopTepa. 3anucu no MPOMIBOACTBY Cepuy, YraKoBKe M KOMTPonio
kauecTea Bbinu nposepeHb YRonHOMOYEHHBLIM JLom BeIWeykasanHoro 3aBO/la 1 COUTBETCTBYIOT Tpebosanuam HII.
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TOB «HBK «®apmacko»
CMIC-C43

[Tacnmopt
Ha CITO TEST® Cardio Combo
Tecr-cucrema Ha BusnavenHs Miorno6iny/KK-MB/Tpomoniny I
TV ¥V 20.5-32208905-005:2012

cepia: MIC20100002
KarajnoxHui Homep: CMIC-C43
Bukopuctary 10: 09.10.2022 p.

2. Ilokasuuku cnenmdikanii

PE3YJIBTAT YAC
HOKASHHE TECTYBAHHSI | TOCIUUKEHHS
YYTIUBICTDH ITo3utusnmi 10 xBHIHH
CIIEHUDPIYHICTD Herarupumnii 20 xBuIHH

2. 30BHIIIHIN BUTIAA Ta KOMIUIEKTHICTD:

HHOKA3HUK PE3YJBTAT
Tecr-kacera IIpoiimos
ITinerka IIpotimos
Bydep Ilpoitmios
[aCTpYKIIS ITpoiimos

Mokasnuky sxocti CITO TEST® Cardio Combo TecT-cHcTeMH Ha BU3HAYCHHS
miorno6iny/KK-MB/rponosiny I, cepia MIC20100002, pinnorimatots TY V 20.5-
32208905-005:2012.

Cepito BU3HAHO NIPUIATHOIO 10 BUKOPHCTAHHSL,

Menemkep 3 KOHTpoIro sikocTi: Bycrenko M.

ITianuc
ara 25.11.2020 p.

M//%?/% oA




AEPXJIKCIIYXBA YKPATHI
AEPKABHA CIIYKEA 3 JIII(APCI)KI{IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCHKIi OBJIACTI

npocnexr Banepis Jlobanoscrkoro, 51, u. KuiB, 03110, Ten/hakc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BHCHOBOK
IPo AKICTH BBE3EHOrO B Ykpainy Jikapcbkoro 3aco0y

25.03.2020 Ne 13641/20/10

THU3MH® KCAJIO
(HaitMeHyBanHs nixapcekoro 3aco0y 3riano 3 peecTpaniiimm NoCcBingeHHIM)
Kpamri Ha3aubHi, posann 0,1 %; mo 10 mu Y paakoni;-mo 1 daaxony y KapTOoHHiN ynakosmi
(opma sunycxy, mosysanms, BUJ IAKYBAHHS RiKapchkoro 3aco6y)

Howmep peectpanittroro nocsizgenns UA/4817/01/02 CTpOK 1if peectpaniiinoro noceizuerms 01.01.2099
Cepia nikapcskoro 3aco6y Ne T0467R Kinekicrs BRe3eHOr0 Mikapcrkoro sacoby 21800

BupoGuuk ®AMAP OPJIEAH, ®panuis

(waliMenysausns BUpoGHMKa nixapeskoro 3aco6y, kpaisa HOXOIKEHHES)

Beesero B Vipainy TosapucTBo 3 06Mexen00 BinmosinananHicTIO " IroACOH i Jxoncon

Yxpaina", ixenr. xox: 35893512

(maliMerynanmsa Ta Koy 32 €IIPTIOY ropunwanoi 0cobu 260 npiserme, iM's, o GaTekosi Gisuano]

ocobu - mignpremus, ii Micye TIPORMBAHHA Ta peecTpaniitiuit Homep 06nixosoi KapTKH THIATHHKA
noxatkis abo cepis Ta Homep nacnopra)

Iporokou Bisyansnoro xowrpomo six 17.03.2020 N 0820/1.

3a pesynsTaramu ACPKABHOTO  KOHTPOJNIO BCTAHOBNEHO, IO mixapcekmil 3aci6 BmeseHo B Vxpalny 3
AOTPHMAHHSM BAMOT 3aKOHOZIABCTRA MIOKO 3abe3nedenns AKOCT] NIKAPCHKIAX 32c06IB,

3acTynHHUK Hava ¥
MKABHOI CITy aco0iB
flep M\ . 3ybapesa H.B.
Ta KOHTPOJIIQ JCARCBKIl
obunacTi { - \

(mocanosa (ininiasme Ta npizpume)
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTUOIKAT AKOCTI CEPIT JIKAPCbKOIO 3ACOBY

i TUN YNAKOBK#M)

Name of product / HazgaHue npogykra THIONEX,
{strength, dosage form, package size and
type / nosysanHa, Aikapcbka popma, posmip

YIMaKkosui B nayul

solution for injection 2 mg/mi, 2 ml in ampoules; 6 ampoules per
blister container: 1 blister container per pack/ TIOHEKC,

PO3YMH Ana W ekUii 2 mr/mn, No 2 mn B amnynax; no 6 amnyn 8
KOHTYPHII1 YapyHKOBI yNaKkoBLi; N0 1 KOHTYPHIM YapyHKOBIA

Active substance / giloua peqosuHa

Thiocolchicoside 4,0 mg / Tiokoaxikosug 4,0 mr

Manufacturing country / kpaiHa-supoBHUK Italy / Itanis

MA number / Homep Pl

UA/17110/01/01

pazmep

Batch number and size / Homep cepuu u | 0012545

8.177 packs

Date of manufacture / [ava npovssogcrea 04.2020

Expiry date / Cpox rogHocTH

04.2023

Yy4acTKa

Name, address and license number of
manufacturing site / Hassanwue, agpec u
HOMEP  AIMUEH3UW  NPOW3BOACTBEHHOTO

SANREMO (IM), ITALY)

supobHuuTEo No. aM-43/2018

NIABOPATOPIO ®APMALEYTIKO C.T. C.P.J1. (LABORATORIO
FARMACEUTICO C.T. S.R.L.}, BIA AHTE ANITEPI, 71 - 18038
Canpemo (Imnepin), ITanin (VIA DANTE ALIGHIERI, 71 - 18038

Manufacturing License No. aM-43/2018 / NliueH3ia Ha

GMP certificate or EudraGMP reference
numbers / GMP ceprudukar unu ceeinka Ha | 23.04.2018

IT/111-1/H/2018 issued on 23.04.2018/ IT/111-1/H/2018 sig,

more -intense than Y5/ Posuux mae Oyrw
BesbapHuit abo 3nerka MOBTHI, IHTEHCUBHICTD
sabapeaesHA posuMHy Mae ByTu He Binblue Y5

EudraGMP

Description / Onuc Clear slightly yellow solution is examined | Conforms/
visually/ MNpo3opuii, 3nerka »KOBTyBaTwid pozuud | Bianosiaae
OrNAAAETHCA Bi3yaNbHO

Clarity / Npoesopicts The solution should be clear in comparison with | Conforms /
purified water/ Posunn mae ByTw nposopum y | Bianosinae
NOPIBHAHKI 3 BOGOK CYALLEHOIO

3. Coloration/ Cryninb The solution should be colorless or slightly | Conforms/

3abapeneHHA yellow. The solution coloration should be not | Bianosigae

Identification (HPLC) /
lpenTudixkauia (BEPX)

Two peaks as obtained from the test and standard
solutions should demonstrate the same retention
time (respective difference should not exceed *
0.1 min.)/ Aga nikn, oTpUMaHi 3 BMNpoboBYBAHOFO
Ta CTAaHAQPTHOTO PO3YMHY MOBWHHI
OEeMOHCTRPYBaTM  TOW  camuii  4ac yTpUmaHHa
(siAnoBigHA PI3HMUA HE NOBYHHAE NEPEBULLYBATH
+ 0,1 xaun).

Positive / NoznTuBHa

Identification (UV) / |lgentudikauin

The standard solution and test solution

Positive / Mo3nTHBHA

(o) demonstrate maximum absarption at 258 nm
and 287 nm, with broad range at 315nm
approximately / CrangaprHuii  posumH  Ta
BUNpoBoByBaHM POIUMH AEMOHCTPYIOTh
MaKCUMYM NOTAKHAHHA npu 258 Hm T8 287 HM, 3
WUPOKUM Naeuem npu JOBXRMHI npubauzHo 315
HM
pH / pH 5.8 to 7.8/Bis 5.8 g0 7.8. 6,3
Extractable volume f O6’em, wo Not less than 2.0 mi/ampouie / He menwe 2.0 | 2,08
BUTATAETHCA majamnyni J




Assay HPLC / 95.0 — 105.0 of label claim 100,1
KineKicHe pusHaueHHn BEPX (3.8-4.2 ml/ampoule}(z)/ 95.0 - 105.0 % sia

33ABACHOI0 Ha eTnKeTLi

{3.8-4.2 mn/amayni)
Uniformity of dosage units Should comply with the EP 2.9.40/ Mae | Conforms/
/OpHopigHicts Ao3yBanxs BigNo8iAaTH sumoram €sp.Papm. 2.9.40 Bignosigae
Related substances/ Cynytui
AOMILLKK
- colchicoside / konxikozua Not more than 0.50 %/ He Ginswe 0.5 %. 0,1
- colchicine/ konxikozug Not more than 0.50 %/ He Ginswe 0.5 %. 0,0
- largest single unspecified Not more than 0.2 %./ He 6inswe 0.2 %. 0,1
impurity/ HaltBinbwa orpema
HEBKM3HayeHa AOMIllKa
- total impurities/ cyma aomiwiok Not more than 2.0 %. He 6inbiue2.0 %. 0,3
Sterility / CrepunbHicts PO3UMH NOBUHEH BYTH CTEPUTBHUM Conforms /

Bignosigae

Bacterial endotoxins / Not more than 43.74 OE/mg/ He 6inbwe 43.74 | Conforms /
BakrepianbHi eHAOTOKCUMHMK OE/tan Binnosigae
Particulate matter: Not more than 6000 particles 210 pm per | 38
Subvisible particles / Mexaniymi ampoule./He 6inbwe 6000 uactok posmipom >10
BR/IQUEHHA: MKM Ha amvnyy.
HEBUANMI YaCTKHU Not more than 600 particles sizeom 225 pum per | 1

ampoule /He 6inbue 600 yactok posmipom 225

MKM Ha amnyny.
Particulate matter: The solution is free from visible particles /Posuun | Conforms /
Visible particles / Mexariuni HEe MICTUTb BUAMMMWX YacTOK Bignosinae

BR/IOYEHHA: Buanumi yactkm

The batch meets the requirements of QCM for MA Ne UA/17110/01/01/ Cepis signoBigae sumoram MKA K

PIT Ne UA/17110/01/01

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the ahove mentioned site in full compliance
with the GMP requirements of the local Regulatory Authority and with the specifications in the Marketing
Authorization of the importing country. The batch processing, packaging and analysis records were reviewed and
found to be in compiiance with GMP / Unm s NiATBEPAKYIO, WO HaBeAeHa BULLE iHpOpMmaUin € JOCTOBIPHOIO i
TOUHOW. LA cepia npoaykuil Byna surotoBaeHa (BKAKYAYM YNaKoBKy / MApPKyBaHHA) | NPOBEASHMI KOHTPONL
AKOCTI Ha 333HaveHOMY BUPOBHWHOMY MalgaHuMKy y nosHil sianceigHocTi A0 BUMOr GMP, BCTaHOBAEHUMHU
MICLEBMM PEryAATOPHUM OpraHom, a TakoW y sianosigHocT 3i cneuvidikauiero 4o PM wa npenapar. MNpoToKonm

BupobHMUTEa, YNakoBKuW Ta aHanisis Gyam neperaAfHyTi i 8CTaHoBNEHO BiANoBIAMICTs BUMOram GMP

Issued by / Bmgaro

Qualified Person / BnosHosamexa ocoba:

Lucia Oliveri

Date / flata: 15.07.2020

Silvia Coscia
O
O

Qualified Assurance Manager




Actim

[IpoayxT

Howmep y xaranosi
Cepis HOMep
KoMmnexTHicTh:

Kommonentu

YMoBH 30epiranas

[punaraui no

CxBaneHu#
BITITIOM 3 KOHTPOJIIO SIKOCTi

EnexTporHmi mianmuc

Erci 01 97
LeOY 2/ P

<3

CEPTHO®IKAT AKOCTI

Tect juist BUABIICHHS HABKOJIOTLTI THHX BOJ
y BarinabHuX BuaiTeHESX Actim® PROM

30832ETAC
0046619

20 iHAUBIAYaILHO 3aNaKOBAHHUX TECTIB

TECT-CMYKKH Oybep
nHomep y karanosi 30801ETAC  wmomep y xartamosi 30803ETAC
cepis HoMep 0046469 cepist HoMep 0046537

NpHAATHAHA 10 14.12.2022 npuagatamit ;o 23.12.2022
CTepHIBHHEI TomiedipHHI TaMIIOH Ui 3a60py 3pasKy

cepis Homep 7710
opugataai 1o 01.08.2025

2-25°C

14.12.2022

18.01.2021

Haino Kervinen
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FAMAR

Manufacturer / Bupo6uunx: FAMAR ORLEANS/ ®AMAP OPJIEAH

Address / Axpeca: 5§ avenue de Concyr, ORLEANS CEDEX 2, 45071, France/ S ancsuo ne Koucip, OPJIEAH
CENIEKC 2, 45071, ®panuin

Manufacturing authorization number / Homep sinensiv ans supobunyol gismunni: M 17/048
Phone/Tenedon: +33 (0) 2 38 69 81 00 Fax/®akc: +33 (0)23863 3629

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product Name / Hasna npoayxry;
Product Code / Koz nponyxry:
Producing country/ Kpaina-pupo6mim:
Batch Number / Homep cepii:

Manufacturing date / {ata supo6uimrsaa;

Released Batch quantity / Posmip 21910
BHITYHEHOT cepii:

Market Authorization / Peectpauiiine
NOCBTHCHHS:

Packaging type size / Posnip ta Tun

TYZINE® XYLO / TU3HH® KCHJIO

6107604 Internal ID / Buytpiwniii vomep: 0T0467C
France/ ®panuis Importing country / Kpaina immoprep: Ukraine / Yxpafua
‘T0467R
4 2 2020 . . . 1 2023
dayl enontly yer  Lxpity date/ Tepmin npuaatsocri: mondy yene!
aensy MicauL pix Micaus pix
Consumer packs/ ynaxonok Date of batch release*/ 20 2 2020
UA/4817/01/02 Jlara BHIycKy cepii*: day! manth/ year!
Hens Mlcaun piK

10 mi in vial, | vial in carton pack with ukraininan fabeling/ 10 mn y naxoni, mo 1 draxony s

NaKyBaHHsI;
Strength/ Cuna iy

Pharmaceutical form / Jlixapcbka (opna;

KapToHHil ynakosui 3 MapKyBauHaM YKpalHChKOIO MOBOIO

1 ml of solution contains xylometazoline hydrochloride I mg/ 1 Ma PO3YHRY MIiCTHTH
KCHIIOMETa30RiHy rifpoxyopHy | Mr

Nasal drops, solution 0,1% / Kpanni nasansui, posunH 0,1%

Chemical control /
Ximiunuit anania

Q.C. comments/ Komentapi Binainy koHTposo skocti:

Ref. Tech. analysis / SAmple stas |

Analysis #/ 0ra20033 Crang, Texu, TC-0136 VerSI‘or?/ i’raryc ::i;;aaka:
Ananiz Ne 53 Axanis Bepcis: ceepte
’ Hpuiinato

N/A / He sactocoByerses

Test/ Tecr Specifieation / Cnenndixanin Result / Pesyavrar
Description/ Onuc A clear coloutless solution, odourless or with a slight characteristic odout/ Hpo3opwuit

Filling volume/ O6'en
HANOBHEHHA

Density/ I'yctina

pH (20°C)

Refractive index (20°C)y/

Koedinienr sanomnenns (20°C)

Geabapnunii posunm, Ge3 sanaxy a60 3 neriim XapakTepHHM 3aMaxXoM

Average filling volume is not less than nominal quantity/ Cepemuif 06'em HANOBHCHHS - He

) - s . 10,1 ml/ nent
MCHIHC HOMIHAILHOI KUILKOCTE

Identification/InenTudikauin

Xylometazoline hydrochloride/
Kennomerasonisy riapoxmnopy

Benzalkonium chioride/
Bersanxonito xnopuay

Assay/ Kinkkicne n3nagennn

Xylomelazoline hydrochioride/
Keunomerazoniny rinpoxnopmnay

Benzalkonium chioride/
Bensankoniio xiopuny

Purity (impurities)/ Yuerora (aomimicn)

Hydrolysis product**/ Ipoayxr

ripponizy**
Unidentified impurity

(individually)/ Heineurndironani
nomimrkn (inausinyaneHo)

Iy

9 o ;o 7 o / "! . ) o

1,009-1,011 1,010
6,1-6,5 6,4
1,336-1,338 1,337
Correspond. Retention time of xylometazoline hydrochloride peak in the chromatogtam of
the test solution corresponds the retention time of main peak in the chromatogram of the
standard solution/ Bixnosizae. Yac yrpusanns mixy kewnoserasoniny riapoxnopuay Ha Pass/ Bianosizae
XpOMATOrpaMi BITEPOGOBYBAHOrO PO3HIHY BiNIIOBINAE YACY YIPUMAHHS I TONOBHOO
THKY Ha XPOMATOrpaMi CTaH/APTIION POSHIHY.
Correspond. The UV spectra of xylometazoline HCI peak in the sample chromatogram
should broadly match that corresponding to the UV spectra of xylometazoline HC peak in
standard chromatogram/ Bixnoninae. Y®-cnexrpu miky KCHJIOMETA30MTIHY M ApOXNopyLy . .

s S I Pass/ Biamosipac
Ha XpoMaTorpami BHIPOGOBYBAHOro PO3TIHY MOBHHE] B UiOMYy Bifositatu Y d-
COeKTpan riiky KCHIIOMETa30MiHy FiPOXIOPi/y Ha XPOMATOPAMi CTAHIADTHOTO po3qHHY.
Correspond. Retention time of benzalkonium chloride peak in the chromatogram of the test
solution corresponds the retention time of main peak in the xhromatogram of the standard
solution / Bixmogigae. Yac yrpumauny nixy Sensanxonito XJIOpHTY H8 XPOMBTOrpami Pass/ Bianosinae
BUMNPOGOBYBAHOrO PO34HHY BiAMOBIAE YACY YTPHMAHHA 415 FONOBHONO MKy Ha
XPOMBTOTpami CTaHAAPTHOIC PO3YHHY.
0,95 - 1,05 mg/ml (95,0 - 105,0 % of the labelled content)/ 0.98 mg/ml
0,95 - 1,05 mr/mn (95,0 « 105,0 % six xasanoro ua ma YRAMHE), 7% MriMn
0,18 - 0,22 mg/ml (90,0 - 110,0 % in-house)/ ; 0.19 mg/ml
0,18 - 0,22 mr/mn (90,0 - 110,0% sin nominaiy) 7 R V1%

<0,5%
e 0,0%

<0,1%
0,0%

Pass/ Bijriosinae




212 Manufacturer / BupoGuux: FAMAR ORLEANS/ ®AMAP OPJIEAH ;
TV-TMP-01466 rev.3 Address / Anpeca: S avenue de Cong¢yr, ORLEANS CEDEX 2, 45071, France/ 5 anenio e Koneip, OPJIEAH
CEJIEKC 2, 45071, ®pauuisn
F AM AR Manufacturing authorization number / Honep ainensit qan supobunsof ginsing: M 17/048
Phone/Tesiepor: +33 (0) 2 38 69 81 00 Fax/®aikc: +33 (0)2:38 63 3629

QUALITY CERTIFICATE / CEPTH®IKAT SIKOCTI

Product Name / Haspa nponyxry: TYZINE® XYLO / THU3UH® KCHJIO
Product Code / Kon nponyxcry: 6107604 Internal TD / Bryrpiwnili nomep:  0T0467C
Batch Number / Homep cepii: TO467R Imiporting country / Kpaina iMnoprep: Ukraine / Yipaina
Manufacturing date / lata supoGuiursa: 4 2 2020  Expiry date/ Tepstin npunarnocri: i 2023
day/ month/ year/ month/  year/
JeHY MicH pix MicRus  pik
Released Batch quantity / Posmip 21910 Consumer packs/ ynakopoi Market Authorization / Pecctpariiine VUA/4817/01/02
BHIYIEHO] cepit: HOSBifueHHs;
: . . Sample status /
Chemical control / 2:“‘”5‘;?’ 0ra20033 ?::;:’“T};;:’“‘y e o Version/ Cratye 3pasica:
Xinmiunnii ananis w3 e 53 A v ) ' Bepcin: Accepted/
HAnH Ilpuitusro
Q.C. comments/ Komerrapi pimniny KOHTPOTIO SIKOCTi: N/A ! He 3acrocosyetnes

Test/ Teer Specifications and Limits/ Crnenndixauit ta mesxi Results/Pesynvrai

Purity (impurities)/ Unerora (romiuixn)
Unidentified impurity (total)/ <0,15%

0,
Heigenrudixosaui gomiunar (scsore) 0,06%
Total/ Cyma gominiox <L,0% 0,10%
. . Sample status /
Microbiological control / Analy i # Ora20033 Ref. Tech, analysis/ o Version/ Crarye spaska;
. . ; " Ananis Ne Crang. Texu. TC-0136 : 4
Mixkpo6ionoriunnii ananis 54 . Bepeis: Accepted/
Ananiz I
pritHATO
Q.C. comments/ Komenrapi sinniiy KkoHTposNo sicocTi:  N/A/ He sacroconyerien

Test/ Tecr Specifications and Limits/ Cheundiragivta presxi Results/PesyapTaTn

Microbial contamonation / Mixkpo6ua xonraminania

Total aerobic microbial count/ 3aransua not more 10°CFU/mY/ we Ginbire 102KYOAM ; Z

A . o Pass/ Bignosinae
KinbxicTs aepobrix Mixpoopranismin
Total yeasts and moulds count/ 3aramsua not more 10*CFU/ml/ ne Ginmine 108KYO/un , .

, i . g Pass/ Bianosizae
KITLKICTE APDK/PKOBHX Ta MTiCHSAIX TpHGiR
Pseudomonas acruginosa Absence.in 1 ml/ Bineyruiers s 1 mn Pass/ Bignoninae
Staphylococcus aureus Absence in 1 ml/ Bigcyruicts 5 1 mn Pass/ Binnosinae

Comments / Komenvapi:

* Date of batch release is a date when specific bateh was certified in full compliance with the GMP requirements and electronically signed for
approval by Qualified Person at validated computerized system of production site //lava BuITyeKy cepii - et xonu fana cepis Gyna ceprudixopana B
nosuit BianosigHocti to numor HBIT ra 3aTBepmKeHa YiopHosaxeHo OcoBoro EismxonM SHEKTPOHHOrO fliAnKCY B BafiinoRanilt xoMmoTepnili
creremi BUPOGHITIOY minbHumui,

** N-(2-aminoethyl)-2-(4-1, I»dimclhylethyl-z,é-dimethylphenyl)_acctamide{ N-(Z-a.\xiﬂae'n‘m-z-(l(-l,l-,ulmemne'mm-2,6-mns~le'runq;enin) ateTaMig

*** Actual date when paper copy of certificate was printed and manually signed by Qualified Person in accardance with the GDocl/ Iara, xonu
nanepona sepcis ceprudixary Gyna posapyxonana ta minvicana Ynosuosancoo Ocoboto y uigmosiasocTi 10 Busior Hanesxeof Tpaxr
Hoxynmenrypanus.

CONCLUSION: Aceepted / BUCHOBOK: Bixnosigac

This batch was released by the Qualified Person / s mapris Gyna sunymena

Yuosnosawenoro Ocoboro: M.MOM

{(Name of Qualified Person / In's Yriopaopasenoy Ocobm)

We hereby certify that the above information on English language is authentic and accurate / T1uat ster-3aceijpyeno, mo Hanesena sime ndropmauin
BHITHChKOIO MOBOIO € AOCTOBIPHOIO | TOMHOK),

This batch of product has been manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements of the.local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country, The
bateh processing, packaging and analysis records were reviewed and found to be in compliance with GMP / Lo cepiro nponykTy Gymo BipoGrieno,
BIJIONAIOYH MAKYBAHHA/MAPKYBAIHA TA TIPOBEAEHO KOHTpOb 17 AkoCTi Ha BHINesasHaveH il giysnun| y nogsiit sigiosinsoer 3 nimorani GMP,
BCTAHOBJIGHHM MICLEBHM PCTY/IHTOPHIM OPraHOM, 8 TAKGHK BignonisHo 1o erenndiatiit Micuesoro perynaToproro oprany i y:sinnosinuocri i
cnerydixanicro 1o peectpaniiinoro cuixomraa Kpainn-imnoprepa. [porokony BHPOSHIMITHS, MAKYBAHHA T8 alaiisin TCPErfIaiyTo Ta BCTAHOBICHO
Bignoninuicts GMP.

Qualified Person Name/ In's Vrioasosaxeror Ocotn X Date***/[larat+*

\




TOBAPUCTBO 3 OBMEXEHOIO
BIIHOBIIAJIBHICT
«DPAPMACKO»
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HEPXITIKCIIYKBA YKPATHU
JEPXKABHA CIYXKBA 3 JIKAPCBKHMX 3ACOBIB TA KOHTPO.TIO 3A
HAPKOTHKAMHU Y KHIBCHKIN OBJACTI

npocnekt Banepis Jlo6aHoscsxoro, 51, M. Kuis, 031 10, re/daxe: (044) 2753030
E-mail: dis ko@dls.gov.ua, Kox €APTIOV 37078774

BHCHOBOK
PO AKICTH BBe3eHOro B YKpainy Jikapenkoro 3acody

12.08.2020 Ne 39144/20/10

TABEI'LI

(HaliMeHyBaHHA TiKapchkoro 3acoBy 3rinHo 3 peecTpanifiunm IIOCBIZMEHHAM )
Tabaerkn o 1 mr; mo 10 Tabuerox y baicrepi; mo 2 Guicrepn B xaprounii mauni

(dopma BumycKky, AO3YBAHHA, BUI NAKYBAHHA TKAPCLKOTO 3ac06y)
Homep peecrpamitinoro moceimmenns UA/1238/02/01 CTpOK Jiii peecrpauiiinoro moceimaenas 01.01.2099
Cepis nikapeskoro 3acoby Ne 049 KiitpkicTs BBe3eHOrO Nikapeskoro 3acody 49680

BupoGHaK ©amap Irania Cn.A., Itanis
(matiMeryBanHs BUDOGHHKA TiKAPCEKOrD 32c00Y, KpaiHa NOXOMKEHHS)

Breseno b Yxpainy IMignmpuemerso 3 100% inozemunmu inBecTHIigMY v dopmi
TOBAPHCTBA 3 o0MexeHO0 Binnosina enicrio "TaaxkeoCritK 1aiia
Xeackep FOxpeiin T.0.B. ", igent. xon: 24588162

(maliMenyBanHs Ta ko 3a EJ[PIIOY foprardHol 0c00H 200 Npi3sulle, iM'd, Ie 6aTekoBi Gizuanol
ocoBu - nianprem, i Micue NpoXMBAHHA T4 PeeCTpaLiHHHI HOMED 0BNIKOBOY KAPTRM IIIATHHKa
TIC/ATKIB abo cepis Ta HOMEp HacropTa)

[porokon sisyanpnoro xonrpoam eig 06.08,2020 Ne 2499/1,

3a peayNeTaTaMH  IEPKARHOLO KOHTPOJIFO  BCTAHOBJIEHO, IO Jikapcokuii 3aci® BBe3eHo & Yxpainy 2
AOTPDHMAHHAM BIMOT 3aKOHONABCTEA 100 32663 MeTe N s AKOCTI JIKapChKHX 3aco0iB.
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®AMAP

Cepmucukam kayecmea
Mpogykr

Cuna gencTEUs/akTUBHOCTDL

NexapcTeeHHan dopma
Tvn ¥ pazMep ynakoBKK

damap ko

Ne cepum

CrpaHa uMnoprep

Haspahue u agpec npoussoautens

Per. cB-BO

Ne nuueHzMu Ha NPOU3BOACTRO
Ne ceptucbukata GMP
KorinuecTBO B cepuu

Hata npousBoacTsa

Cpok rogHoCTH

Peaynetaru ananuza

TABEIN TABN 1 MI™ Ne 20,
TABEMN®

1 7abneTtka coaepxut 1,34 Mr
KnemacTtuHa rugporeHymapara, uto
COOTBETCTBYET 1 Mr KNemacTnHa
TabneTiwm

10 Tabnetok B Bnuctepe, 2 Gnuctepa B
Kopobke

64822

049

YkpanHa

QAMAP UTAJTNA C.n A, Bua
[sambBeneTTun 25, 20021, bapaHuaTte
(nporunyua Munaua), Wtanua
UA/1238/02/01

®amap Utanus CnA: aM-55/2019
IT/93/H/2019

49 680

04.2020

03.2023

CwmoTpu cepTucukar

/R

MNpumeyanus He npumenumo
TECTbI CNELUUPUKALUA PE3YNLTAThHI
Tabnetku Genoro unu noutn Benoro UseTa, Kpyribie
NnocKue, co ckoleHHbIMW KpaaMn. Ha ogHon
OrEERE CTOpOHE @pncyTC"rByeT pucka W rpasuposka O/fT. CooTsetcrayer
JunameTp: NpuBNUsUTENBEHO 7 MM
WaeHTUbUKaUws kneMacTuHa
rugpocymapata (TCX) CooTteETCTBYET CooTteeTcTByeT
HaeHTuduxkayus knemMactTuHa
rugpothymapara (BOXHX/YO) CooTseTcTeYeT CooTtBETCTBYET
OnHopoaHOCTE 4O3MPOBAHHBIX
e4VHUL No oAHOpPOAHOCTH
COoAepKaHns
BIOWX/ Yo CooTteeTcTBYET CooTtsetcraYyeT
B cooTeeTcTBIM € TDEBOBAHUSIM
Eur. Ph, USP u JP
PactsopeHue xnemacTuHa
ruapodpymapara ( Q = 75%
TeyeHue 30 MWUH , KpUTepui ~80% 94%
NMPUHAT B CODTBETCTBWMW ¢ Tah. 1
Eur. Ph unu USP)
INpoayKTel pasnoXeHus: TS
Mpwmecs ABIKX/YD) ﬁ’;agf;:?e"’(‘)“s‘izﬂym'g b '
Npumece CBKXYD) o,
Mpumecs D(BIXHK/YD) y <2
NHonBuayansHon Npum L3¥
Aoz /g
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PAMAP

Cepmucpuxkam kadyecmea
Mpoaykr

Cuna feicTBUs/akTUBHOCTL

NekapcTtreHHas hopma
Tun 1 pazmep ynakoBkwm

damap kop

Ne cepuu

CrpaHa uMnopTtep

HazsaHue n agpec npoussogurens

Per. cB-BO

Ne nuueH21M Ha NPOUIBOACTEO
Ne cepTugpukara GMP
Konuuecreo B cepuu

Darta npousBoacTea

Cpok rogHocTH

PesynbTaTtn aHanmsa
MNpumeyannna

TABEMMIT TAEN 1 MI™ Ne 20,
TABEMMn®

1 TabneTtka cogepxur 1,34 mr
KnemactuHa rugporeHdymMapara, 4To
COOTBETCTBYET 1 MI KNemacTuHa
Tabnetku

10 Tabnetok B 6nucrepe, 2 6nucrepa B
Kopobke

64822

049

Yrpansa

PAMAP UTANKA C.n.A., Bua
Oaambenettn 25, 20021, BapaHuaTe
(npoeuHUMA MunaHa), WTanus
UA/1238/02/01

®amap WUtanwa CnA: aM-55/2019
IT/93/H/2019

49 680

04.2020

03.2023

CmoTpy cepTudhukaT

He npumerumo

He ykasaHHbIX NpoayKTOB pasnoxeHus -He Bonee 0.0%

0.6%
Cymma BCeX NPoAYKTCB 0.0%
pPA3NOXEHNA He Gonee 3,0% R
KonuuyecteeHHoe onpefenenue:
KnemMacTuHa ruapodymapara _ 5 0
(BOHXYD) 95,0 —105,0% 99,6 %
H & - CooTBeTCTRYET CooraeTcTBYET

OMEpP CEPWIK, CPOK rOOGHOCTK 049 03/2023

Mukpobuonoruieckas YicToTa:
OBwee 4ncno aspobHbIX , 0 KOE/r
opranusmos (TAMC) He bonee 10 *KOE/ r
OBee Yucno ApoXKKEBLIX Y 5
nnechesx rpubos (TYMC) He Bonee 102 KOE/ r O.KOE/r
Escherichia coli OtcytetBues 1 r cooTBEeTCTBYET

CepTuhMKaLMoHHOE 3aKninyeHue

HwKe noanvcaBlUMEcA CBWAETENLCTBYICT, YTO BCA WHOpMauWs SBNAETCH NOANWHHOA W TOYHOW. [laHHaa cepus
npenapara Bbing NpowsBeneHa, BIIOYasA YNaKoBKY N KOHTPOMNbL KEYECTBa, Ha YKa3aHHOM NPOWM3BOACTBEHHOM y4acTke B

ponHom cooTtBetcTtBuM ¢ TpeBosaHuamn GMP u

NOKanNbHOMO 3aKOHOMASTENbCTBE, a TawKe B COOTBETCTBUMU C

3apericTpUpoBaHHoi cneyndmkaumed crpaHbl-MMNopTepa. 3amicu No NPOUIBOACTRY CEpPUM, YNAKOBKE W KOHTPOMO
kavecTea 6binu NposepeHbl YNonHoMoueHHbM JTALOM BbilieyKasaHHOro 3asafa v cooTeeTcTRyioT TpebosaHuam GMP.

YnonsoModeHHoe nvuo Luca Tedeschi 29/07/2020
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JEPXKIIKCIIYXBA
JEPXKABHA CJIVIKBA 3 IIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A

HAPKOTHUKAME V KHIBCBKIN OBJIACTI

npocnext Banepin Jlo6anoBcbkoro, 51, m. Kuie, 03110, ven/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,hitpsy/fwww.dis.gov.ua, Kon EAPTIOY 37078774

BHCHOBOK
Npo AKICTL BBE3€HOr0 B Y KpaiHy Jdikapchkoro 3acoly

17.03.2021 Ne 10979/21/10

TABETLJL

(HaliMeHyBaHHS AIKGPCEKOTD 3400y 3riaHo 3 peccTpaltifHEM DOCBLTICHIAM)
Tabnerwu no 1 mr; mo 10 rabaerox y Guicrepi; no 2 Gaicrepu B kapronniil maqmi

(popma sumycKy, 103YBAHNS, BRI TAKYBAHKA NiKapChROrd 2acofy)
Homep peecrpauiiinoro nocsinuenns UA/1238/02/01 crpox aif pecetpamifinoro noceizuenns 01.01.2099
Cepis aixapekoro sacofy Ne 050 Kimskicts BBe3eHOTO Nikapeskoro sacofy 175095

Bupobuux Damap Itanis C.oLA., ITanis
(Halimenysanns supobuuka nikapcrKoro 3acoly, kpaina nOXOLKEH )

Bseseno 8 Vipdiny IligmpremeTeo 3 100% imoszemnumu inpecraniamn y dopmi
TOBApPHCTEA 3 0OmeskeHol0 BinnosinansuicTio "TnakcoCriTK naiin
Xenckep JOrpein T.0.B. ", inenr. xon: 24588162

(HakimMeHyBanEg Ta Ko 3a EJIPTIOY wpunwunol ocobi abo apizeuie, iM%, no Satexkosl dizuuHot
ocolH - nianpitemua, i Micue MpoRHBaHAA Ta peecTpanifiHmi RoMep 0BAIKOBOI KAPTEH NAGTHUKS
nogarkis abo cepis ra HoMep fnacnopra)

Mporokon sisyansuore xourpono six 11.03.2021 M 0663/1.

32 pesyNLTATAMH JEPKABHOTG KOHTPOMIO BCTAHOBNGHO, - uto nixepcekuil sacil Beesenmo = Vikpalay 3
JOTPHMAHHAM BmMor 3aK0HONARCTBE LI0N0 3a6eaienenin beri JiKapCL KX 3acobis,
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DOAMAP

CEPTH®IKAT CEPIL JIKAPCBKOI'Q 3ACOBY

Ha3sa npenapary

TABEI'JL, Tabnerxu no 1 Mr, mo 20
tabnerox, Yipaina, TABEI'UI®

Knemacrury rinpogymapary 1,34 mr, mo

AosyBanna/akrusricTs Bizmosinae 1 Mr xnemacrimy
Jlikapcbka dopma TaGnerxn
Kon xomnanii ®amap 64822
N cepii 050
' Ilo 10 Tabnerox y Gnicrepi, no 2 Gmicrepy B
Poamip/run yrrakosxu nagui

Kpaina-imneprep

Yxpaina

Hasea xomnanii, Anpeca, Homep ainensii
Ha BupoOrANYBO, HoMep ceprudikaris
Bianosianocti sAmMoram GMP yeix
BHPOOHHYME/KORTPOAHEX JiNLHNIL

Damap Itania C.m.A., Bia [sambenerti 25,
20021 - Bapaunare (nposinmiz Minan),
ITanig., Homep nineHsii Ha BHPOGHANTEO aM—
33/2019, Ceprudikar sixnosigHOCTI BUMOraM
GMP IT/93/H/2019

Tepmin npuxaTHOCT

Ne peecrpaniiinoroe nocsiguerns UA/1238/02/01

KiankicTe sanymienoro npenapary 175 095

JaTa supobuanrsa 12.2020
11.2023

PesynnTaTi ananisis

Hus. ceprudixar ananizy

HpamiTku

He sacrocoByernca

FAMARITALIA S.p.A. 3 canniiM 2ktionepos
Koumnais rpyna FAMAR, xepotana b xouTponiosata kounanicio MPILD S.a rl,
sia [pamGesern, 25 - 20021 - Bapasuare (Minan) - [Tanis.

Ten. 02 35607,1 / e 02 35697.6542 / En.aapeca: infp basanzote@famar-group com / Beb-caitr: 13

C.F.e PIVA 13010720152 - CratyTiushi xanimen 8 ma eapo B.EA. Minan 1607496 Minanceknii 6Buee-peectp N 4149




OAMAP

] TECTH CHELHPIKAIIT PEIYIALTATH
3oBHilHik BUTNAR Kpyrna, nnocka, tabnerka i
CKOEICHHM KpaeM. 3 pMCKOID Ta
rpaeitopannaM «O/T» 3 ogHoro sinnosinae
Goxy. Ta6nerka Binoro abo maiixe
GLIOrO KoABROPY.

Jiamerp (mpubnusno 7 mM) Bignosizac BiIMOBINac
lrenTudixania kKemacTHHY ; : , .
rizpodyMapary: mevon TLIX DATORIAE RIHoBiRAe
Inewrudixamia xnemactuny ; . . .
rigpodymapary: meron BEPX/VD Hnosinae BUOBIAaE
PosunHeHRA KieMa0oTHEY:
riapodiym 1 Q=75%/30 xz.
nin}:l. o Taapﬁﬁuiql €sp.Dapm. afio 2.80% 100%
& CIIA
Bi3naueni npoxyxru posnany
(BEPX/Y (D) <0,5% 0,0%

omimrxa A (Esp.®apm.) <0,5%
Busuaueni npoxyktu posnany
(BEPX/YQ®) <0,5% 0,0%
Jowmimka. C (Esp.®apu.) <0,5%
Busnaueni mpoxyxTH poznany
(BEPX/YOQ) =20,5% 0,0%
Jomiinxa D (Esp.dapu.) <0,5%
Hernanaweni npouyxrn pesnany
OKpPEMO <0,5% 0,5%
(£0,5%) HalifiNsme spayeHHs
%"‘gﬁ;"‘ RRORITIE PR <3,0% 1,0%
QHOPIHICTS A030BARKX OAHHKLL
BEgl}f]fY‘b 3rizno 3 Esp.®apm., Bixnozinae Binnosizac
@.CIIA Ta 5D
Kinbxicue BHIRaYCHHS KNEMACTHHY
rizpodymapary BEPX/VD 95,00%-105,00% 100,2%

95,00%-105,00% )

T — e
3araneHa KinkkicTs acpobHm 5
ikioa it (T A&C) He Simeme 10° KO/ 0 KYOrr
m:;ﬂ;‘gf:’*mﬂpqmw S He Gimbme 10° KYO/r 0 KYO/r
Kulxosa namura Bigcvrun 1 ¢ Bianosinae

[um 5 migTeepmyo, Mo BHIVIANEHE Blie iHdopMais o AocTeBipHO | Toutoio, Jlana cepis
npenapaty Gyna Bupob/iena, BIIIOYAIYY [AKYBAHHA/MAPKYBAHHA Ta KOHTPOb AKOCTI Ha
BUeaTananiil ginsunul y nosuiil einnoeinnoctis sumoramu GMP Micuesoro PETYIOIYOTO
opraHy i cmeundikauiaMy peecTpaiiHONe HACHNIOHHS xpainu-iMrioptepa. [Mpotoxonu
OBpoGicH, YNAaKOBKH Ta aHANI3Y Cepii Gynu NpoAHATIZ0BAHT | BUAHAHI BIINOBITHIMM 10 BUMOT
GMP. YnoeHoraxena ocoba

FAMAR TTALIA $:p.A. 3 enpmam akuionepom
Komrmuin 1pyim FAMAR, keposana i kauTpossosana xomaanicio MRILO Sa vl
sia [lsambenorid, 25 - 20021 - Bapanuare {(Minas) - [raaia.
Ten. 02 33697.1 / dakc 02 35697.6542 / En anpeca; in argroup.com / Bed-catrr: www, 3

C.FeP.IYA i3010720(52 - Cratyrhufi kauitan 8 Mk copo P.EA, Minan 1607490 Minasicoxudi Biyuec-peerp Mo 41496/2060.
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