Canodi C.n.A.

Crpapa Crarane 17, Km 22
67019 CxommiTo (AkBina)
Itanis

Ten: +390862717021/7151
Paxc: +39 0862 714005

Ceprudixar ananizy Ta Binnoeignocri

TTEPEKJIA
(JIorotun: CAHO®I)
Bupobnanua ainsruns: Ckomnrmito

SCO_197756
AMAPUJI® 2 mr, Tabuietkn 2 x 15 ans Ykpainu
Jlikapcpka dopma, nakysanns: Ta6netku y IIBX-amominiesomy 61ictepi

ApTHKYI: 197756
Cepis Ne: 0U002
JlaTa BUTOTOBJICHHA: 18-06-2020 Ipuparawmii go: 05-2023
Crieumdikaris Ne 120490000TA 00002 - UA
HANMEHYBAHHS IIOKA3HUKIB CIIELIU®IKAILIT PE3YJIbTATH

XAPAKTEPUCTHUKHU

30BHIiIIHIN BUrIIA

TucHeHHA

Konip
INEHTUDIKAILIA
PX

™
BAPBHHMK (E172)

Bunpo6yBaHHA iqeHTHYHOCTI JU1s 3aJTiza

BAPBHUK (E132)
BunpobyBaHHs ifeHTHYHOCTI 115
iHguroxapminy
BHUITPOBOBYBAHHA
Po3yuHeHHs /

Cepenne 3na4eHHS uepes 15 xg, (Q = 80%)

Po34uHeHH: /
MinimManbHe 3Ha4eHHs yepes 15 xB

Ouinka po3unnenns (€8p. ®apm.)
Onxopinnicts BMicTy (PX) (€Bp. ®apm.)
3amuukosi po3uHHAKH (MeTtaHon — I'X)
CVYITIYTHI JOMILIKH (PX)
I'nimenipumy-cynsdonamin

byze-sKa iHIIa OXMHWYHA JOMilIKa
3arajpHMI BMICT CYIyTHIX I0MimIok

BMICT (PX)
Bwmicr

MIKPOBIOJIOTTYHA YUCTOTA
Bakrepii (KYO/r)

I'pubu (KYO/r)

Escherichia coli

IIponosrysati GirvtaHapHi TabNeTKH 3
PO3IOALIBYOIO PHCKOIO 3 000X 60KiB

Bepxne TuchenHs*: NMM ra
JIOFOTHUII KOMIIaHii, HIXKHE
THCHEHHA™*: JIOTOTHUN KOMITaHii Ta
NMM

3enenuit

Rt (3pasky) =~ Rt (cranmapry) + 3%

TTo3uTuBHMI

[To3nTuBHM

IMo3uTnBHMIA

> 85%
>85%

Bianosizgae crazii |

Bianosinae cragii |

<1400 ppm

<0,4%
<0,2%
<0,9%

1,90 — 2,10 mr/Tabnerxy

(95-105% Bix 3a4BIEHOrO Ha €THKETIL)
<1000

<100

BigcyrHie I r

IIponoBryBari 6inaHapHi TaGneTKH 3
PO3NOALILYOI0 PUCKOIO 3 060X 6OKiB

BepxHe THCHEHHA*: NMM T1a
JIOTOTHII KOMINaHiT, HKHE
THUCHEHHA*: JIOTOTHUII KOMIIaHii Ta
NMM

3enennit

Rt (3pa3ky) =~ Rt (cTanmapty) + 3%
He BukoHyBaBCs AMd i€l cepil.
YacToTa BUKOHAHHA: 1 cepis/pik

He BukonyBaBcs a4 uiei cepi.
Yacrora BukoHaHHS: 1 cepin/pix

He BukoHyBaBcs mis wiei cepi.
YacToTa BUKOHaHH:: 1 cepis/pik

97 %
94 %

Bignosigae cranii I

Binnosinae cranii |
BukonyeThes nij yac Bumycky
BiANOBiAHO 10 NokxansHOT COTT
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CeprundikaT ananisy Ta BianoBigHocTi

Canogi C.nLA.

Crpana Crarane 17, Km 22

67019 Cxonmito (AxBina) ITEPEKJIAQ
ITanis (JIorotunm: CAHO®I)

Bupo6nauya ainsauus: CkomnriTo
Tem: +390862 717021 /7151
Pakc: + 39 0862 714005

SCO_197756
AMAPWUJI® 2 mr, Tabserkn 2 % 15 aas Ykpainn
Jlixapceka dopma, nakysanHs: Tabnerkn y [IBX-amominiesomy 6rictepi

Aprukya: 197756

Cepis Ne: 0U002

JlaTa BUrOTOBJICHHS: 18-06-2020 IlpupatHuii no: 05-2023
Crnemudixamisa Ne 120490000TA00002 - UA

KOHTPOJIb ITAKYBAJIbBHUX MATEPIAJIIB

KonTposips naxyBalibHUX MaTepialis Bignosigae Binnoginae

Hiroua peyoBnHa —_ raiMenipury 2 Mr
Po3mip cepii (ynaxkoBok) — 22666

Ne niu.emi‘l' Ha BUPOGHMIITBO Ta KOHTPOJIb . aM-53/2018

AKOCTi

*ITopsn0oKx THCHEHHA CUMBOJIIB Ta
MPOCTOPOBE PO3TALIYBAHHS LITAMITIB
MOXYTb 3MiHIOBAaTHCS

MikpoGionoriuni TecT NpoBOAATECs NepioanyHo. YacToTa NpoBeIeHHA 6a3yeThCs Ha peecTpanifiHoMy TOChe Ta BHYTPIlIHIX
npoueaypax BUpoOHHKA.

ITpoxykT 3apeectpoBaHo B YkpaiHi. Peecrpaniiine nocsiggenns Ne UA/7389/01/01

laHa cepist BArOTOB/IEHa, BKIIIOYAIOUH NTaKyBaHHs Ta KOHTPOJIb AKOCTI y BIATIOBIAHOCTI 3 Ail0uMMH BAMoramu GMP MicLeBoro
PerynsaropHoro OpraHy Ta BinnoBinae Bumoram cneumoikauidt Peectpauiitioro ITocsimuenns KpaiHM-iMnoprepa.
Bupo6Hiunii npouec cepii, nakyBaHHs Ta aHaNiTHYHI JaHi IPOAHATI30BAHO Ta BUHAHO Bi/TNIOBI THHMH J10 HAABHUX BHUMOT.

Y pasi BUABJICHHA BiIXMICHb 3 AKOCTI YCi BUIAAKH A0CIIIKYIOThCS Ta YCYBaIOThCA.

IepioanyHi TecTy BiANOBiNalOTh BAMOraM crielydikaiii Ta NPOBOAATECS 3TiAHO IUIaHy TECTYBaHb, Ta MOXYTh GYTH Hajani Ha
3aIUT OpPraHiB OXOPOHH 340POB 1.

Hanum 3acBindyro, mo HaBeJeHa BULIE iHPOPMAIlis € TOYHOIO Ta JOCTOBIpHOIO.

Piwenns sigainy 3atesneuenns Axocti

Pienns: Bunymeno
Hara: 23-09-2020 14:52
YnosHoBaxeHa oco6a Bigaisy

3abesnevenns SIkocTi: Hoxrop Mapis Kacrirmione [Dr. Maria Castiglione] (YnosHoBaxeHa ocoba Canodi C.m.A))

Hanuii ceprudikar ananisy 6yB eleKTPOHHO ITi AMMCAHMI BaJliIOBaHOIO cucTeMoio LIMS




Certificate of Analysis and

Conformance SANOFI

Stabilimento: SCOPPITO

sanofi S.p.A.

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy

Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

8CO_197756
Amaryl® 2mg,2X15cpr UA
Dosage form:TABLETS;Pack:Blister ALU PVC

GMID code: 197756
Lotto/Batch: 0u002
Prod./Mfg.: 18-JUN-2020 Scad. /Exp.: MAY-2023

Dossier reference: 120490000TA00002 - UA

B
CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance p Compresse oblunghe, bipiane, con

- lati / Oblong, biplanar tablets
ith score-~line on both sides
Codifica / Code tampa superiore*: NMM and

' simbolo della societd. Stampa
inferiore*; simbolo della
ocieta and NMM / Upper
stamp*:NMM and company logo,
ower stamp*: company logo and
NMM

Colore / Color Verde / Green
IDENTIFICAZIONE/IDENTIFICATION
LC Rt (sample) =~ Rt (reference)+3%
IR Non testato su questo lotto.
Frequenza test: un lotto
all’anno/Non performed on this
batch. Frequency: one batch/year
AGENTE COLORANTE/COLORATION AGENT (E172)
Test d'identita per ferro/Identity test Non testato su questo lotto.
for iron Frequenza test: un lotto

all’anno/Non performed on this

AGENTE COLORANTE/COLORATION AGENT (E132)
Test d'identitd per indigotina/Identity
test for indigo carmine
on this

¢ batch/year
TESTS
Dissoluzione valore medio / AVG value
dissolution after 15' (Q=80%)
Dissoluzione valore minimo / MIN value
dissolution after 15'

Valutazione dissoluzione / Dissolution ﬁﬁﬁﬁpx[k Conforme stage I / Stage I

rap_coa_resultats v5 Page 1/ 3




Certificate of Analysis and

Conformance SA N O F l 5

Stabilimento: SCOPPITO

sanofi S.p.A.

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy

Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

r

8CO_197756
Amaryl® 2mg,2X15cpr UA
Dosage form:TABLETS;Pack:Blister ALU PVC

GMID code: 197756
Lotto/Batch: 0U002
Prod. /Mfg.: 18-JUN~2020 Scad./Exp.: MAY-2023

Dossier reference: 120490000TA00002 - UA

evaluation (Ph.Bu.) onforms

Uniformitad di contenuto / Uniformity of onforme stage I / Stage I
content (LC) (Ph.Eu.)
Solventi Residui / Residual Solvents

{Methanol - GC)

;conforms

est eseguito periodicamente

: secondo procedure
interne/Performed at release on
a periodic basis according to

- local soP

IMPUREZZE/RELATED SUBSTANCES (LC)
Glimepiride-Sulfonamide /
Glimepirid=-Sulfonamide

Ogni altra singola / Others each
Totali impurezze / Related substances
total

TITOLO/CONTENT (LC)

Titolo / Content 2.02 mg [tbl]

MICROBIOLOGICO/MICROBIOLOGICAL QUALITY NOT APPLIED
NOT APPLIED
NOT APPLIED

NOT APPLIED

Carica batterica/Bacteria (CFU/g)
Carica micotica/Fungi (CFU/q)

Escherichia coli

CONTROLLO MATERIALE CONFEZIONAMENTO/PACK.
Controllo confezionamento/Packaging

material control

Active ingredient
Batch size (packs)
Authorization number of all

manufacturing sitesand quality control

sites
*The order of embossing of symbols and
spatial arrangement of the stamps may

rap_coa_resultats v5 Page 2/ 3




Certificate of Analysis and

Conformance SA N O F l 5

Stabilimento: SCOPPITO

sanofi S.p.A.

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Ttaly

Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

[ SCO_197756
Amaryl® 2mg,2X15cpr UA
Dosage form:TABLETS; Pack:Blister ALU PVC
GMID code: 197756
Lotto/Batch: 0U002
Prod. /Mfg.: 18-JUN-2020 Scad. /Exp.: MAY-~2023

Dossier reference: 120490000TA00002 - UA

. —

=
Microbiological Analysis is carried out as skip test. Test frequency:is based on. the registration dossier and site
internal procedure.

Product is registered in Ukraine. Registration Certificate No Ua/7389/01/01,

This batch of product has been manufactured, including packaging and Quality Control, in full compliance with the
current GMP requirements of the local Regulatory Authority

and with the specifications laid down in the Marketing Authorization of the importing country.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance.

Quality deviations, if any, have been fully investigated and authorized.

The potential impact of the deviation on quality, safety or efficacy of the batch(es) concerned is negligible.
Periodic tests comply to specification requirements based on testing plan and could be provided upon HA request.,
I hereby certify that the above information are authentic and accurate.

;;Q'*’

Decision/Decisione: Approvato / Released

Date/Data: 23-SEP-2020 14:52

Responsible QA/Decisione QA: Dr. Maria Castiglione (Qualified Person Sanofi S.p.A.)

This Certificate of Analysis has been electronally signed from a validated LIMS.

rap_coa resultats vS Page 3 / 3
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AEPXIIIKCIIYXXBA
JEPIKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHKAMM Y KMIBCBKIU OBJIACTI

npocnext Banepia Jlo6anoscbkoro, 51, M. Kui, 03110, Ten/(ake: (044) 2753030
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €EPIIOY 37078774

BHCHOBOK
IO SIKICTb BBE3eHOro B YKpainy jJikapchbKoro 3acoGy

16.11.2020 Ne 61367/20/10

AMAPHII®

(waitmenyBann aikapcrkoro 3acoly 3riHO 3 peecTpanifHiM NOCBiIEHHAM)
Tabuaerku no 2 mr Ne 30 (15x2): no 15 raGaerox y 6aicrepi; o 2 Gnicrepn B KapTonHii
KopoOi

(thopma BHnycky, 103yBaHHA, BHA aKyBaHHs JiIKapChKOro 3acoby)
Homep peectpautiitnoro nociguenns UA/7389/01/01 crpoxk aii peectpauiiinoro nocsiguenns 01.01.2099
Cepis nixapeskoro 3aco6y Ne 0U002 Kinbxicts BBe3eHOro Nikapcrkoro sacoby 8064

BupoGHuk CAHO®I C.ILA., Itanis

(nafiveHypanHa BUpoGHHKa Nikapchkoro 3acoBy, kpaina NoXOLKEHHA)

Beesero B YkpaiHy Tosapncrso 3 o6mexenoro sianosinansuicrio "CAHO®I-ABEHTIC
YKPAIHA'", inent. xon: 35648623

(waitmenyBanHs Ta koz 3a E[PTIOY 1opranukoi ocotu abo npisauie, iM'a, o 6arbkosi BisnuHoT
0cobu - nianpuemus, il Micue NpoxuBaHHa Ta peecTpauiiisuit HoMep 0BNIKOBOT KAPTKH MIATHUKA
noaarkis aGo cepia Ta HoMep macnopra)

Iporokon Bisyansuoro kourpomo sig 11.11.2020 Ne 3902/3.

3a pesynsTaTaM¥ AEPXKABHOrO KOHTPONIO BCTAHOBNEHO, IO Jikapchkuii 3aci6 BBeseHo B VYxpainy 3

AOTPHMAHHSAM BAMOT 3aKOHOJABCTBA' WOAO 3a6e3nedeHHs OCTi TikapchKuX 3aco6is.
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HEPKINKCIAYKBA
AEPIKABHA CJTYIJKEBA 3 .JIII{APCI)KI_'IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥V KHIBCHKTIA OBJIACTI

fipocniext Banepis JloGaunoscrkoro, 5 1, m. Kuis, 03110, Ten/taxe: (044) 363-06-50
E-mail; d]s.ko@d[s.gOV.ua,https://www.d[s.gcv.ua. Kox €/IPIIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOT0 B Ykpainy aikapenkoro 3aco0y

15.02.2021 Ne 4936/21/10

AMAPWI®
(maltmenyBsauns niKapeLkoro 3aco0y 3rinno 3 pecerpauifiinmm TIOCBLTYEHHAM)
Tabnersn uo 2 mr Ne 30 (15x2): wo 15 radaerox y Gaxicrepi; mo 2 6aicrepu B KAPTOHHI
KOopooui
(Qopma Brnycky, AO3YBAHIIA, BHR TaKYBAHNA JIKEPCEKOro 3acoby)

Howmep peectpauiitroro nocsinuenns UA/7389/01/01 CTPOK il peectpauiiinoro nocsiguerng 01.01.2099

Cepis nixapcrkoro 3aco6y Ne 10001 Kinexicts BreseHoro mikapenkoro 3acoby 16128

BupoSHuk CAHO®I C.ILA., Itanis

(HaliMenyranuns BHPOGHHKA NIKAPCHKOTO 3acoly, xpaina NOXOMKEHET)

Breseno B Vipainy Togap_lecTno 3 ofMekeno10 BixnOBINAABLHICTIO "CAHODIL-ABEHTIC
YKPAIHA", inenr, xon: 35648623

(nakiMenyBanns Ta ko aa EIPTIOY opuanunot ocobn aGo npi3Bsnine, iM's, Mo 6aTsKkoBi izruasof

0cobK - nianpuenn, 1T Micue TIDORUBARHA T2 peecrparifinuii xoMep onikepol KapTKH [aTHHKA
nogatkiz abo cepia Ta HoMep nacnopTa)

Iipororon sizyannuoro wonrpomo i 09.02,2021 » 0307/1.

3a  pesynsTaramp ACPKABHOrO  XOHYPONIO BCTAHOBIEHO, IO NiKapCHKMil  3aci6  peeseno s Vxpainy 3
DOTPHMAHHNIM smMor 3aKOHOAZRBCTBR 14010 3a0e3NedeRu,AKOCT] RIKapcsKHX 33cobin.
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Ceprudikar ananizy Ta BignosignocTi

Canodi C.riA,

Crpaga Cratane 17, Kum 22
67019 Cronnito (Axsina)
Irauis

Ten: +390862717021/7151
Daxc: + 39 0862 714005

[EPEKJIA
(Jlorotun: CAFHODI)
BupoGinya ainenuug: Cronnite

SCO_197756

AMAPU®, Tadnersn, no 2 mr, 2 x 15 ya YKpalan
Jlixapenka gopwa, naiysanus: TaGnersy y [IBX-antominiesomy Gnicrepi

ApTHKY T 197756
Cepig Ne; P0G
Jara BUroToBCH1ES; P1-11-2020

Cueundpixauis Ne

120490000TA00002 — UA

Ipujataui no:

HOL.2025

HANMEHYBAHHS NOKA3ZHHKIB

CHEUHM®IKALIT

PE3YJLTATH

XAPAKTEPUCTHUKH

30BHiUIHIH BUTISI

Tucnenns

Kouip
[AEHTH®IKALLA
PX

I
BAPBHUK (E172)

BunpoGysanus ineutnanocri ais 3aniza

BAPBHHK (E132)

Bunpobysanns incutuanocti aig
inyurokapminy

BHUIPOBOBYBAHHA

Posunnenns /

CepeyiHe 3Hasenns nepes 15 xs, (Q = 80%)
Posunnenns /

MinimansHe siavens uepes 15 xg

Ouniuxa posunnens (Cop. ©apy.)
Onnopignicrs smicry (PX) (Cep. ®apm.)
3anuukosi posunntnky (Meranon — [X)
CYITYTHI JOMIILKHA (PX)
UnimMenipuny-cyargonamia

Byne-stxa 1Hina oanimyana nomimxa
3aranpHuii BMicT eynyTHix 40MimoxK
BMICT (PX)

Buicr

MIKPOBIQJIOTTYHA YHCTOTA
Baxrepil (KYO/T)
Ipubu (KYO/T)

=]

I ay

[ponosrysari 6imanapui Tabrerku 3
PO3NOALIBICIO PHCKOIO 3 000X GoKiE

Bepxne tucnenns®: NMM rta
JIOFOTHIT KOMIIAHIT, HUXKIE
THCHEHHA™: JIOTOTHI KOoMITAHIT Ta
NMM

3eneunii

Rt (spasky) =~ Rt (cramzgapry) + 3%

IMosuTHRIHMA

[ToswTuBnnit

[MTosuTreHM

> 85%
> 85%

Binnoeinac cranii |

Bianosinae cranii |

< 1400 ppm

<04 %
<0,2%
<0,9%

1,90 — 2,10 mr/rabneTky

(95-105% Bix sasBneHoro Ha eTHKETIH)
< 1000

<100

o M £

Iponesrysati Ginnarapui Tabnerky 3
PO3NOAITEYHOIO pHCKOL 3 060X Gokin
Bepxne tucacHna*: NMM Ta
JIOTOTHI KOM AT, HHKIIE
THCHEHHS* ! IOFOTHI kKOMNaHIT Ta
NMM

3encuui

Rt (spasiy) =~ Ri {(crannapty) + 3%
He sukonyrancs 1is uici cepil.
Hacrora BukoHanns: 1 cepis/pik

He BHKoHyBaBes 114 njel cepii.
HacroTa BukowanHs: 1 cepis/pik

He muxoiysascs juis tict cepii.
Hacrora pukonanns: | cepis/pix

H) v
97 oy

0

Bianosigac cranii 1

Binnosigae crauii [
Buronyerses nin uac suuycky
BiITOBIANO J10 nokambirol COTT




Ceprudikar anamnizy Ta BignosigHocri

Canodi C.ni. A, NEPEKJIAJ]
Crpana Cratane 17, Km 22 (Jlororun: CAHO®I)
67019 Cxonnitoe (Axpina) BupoOunua ainsuuus: Cronnito
[ranis

Ten: +390862 717021 /7151
Dakc: +39 0862 714005

SCO_197756
AMAPHJII?, TabaeTky, mo 2 mr, 2 X 15 ans Yxpaiuu
Jlikapebka opma, naxysanms: Tabnerkn y IIBX-amominiesomy Gnicrepi

ApTHKy I 197756

Cepis Ne; 1001

Jara Burorosnenns: Fi-11-2020 [prpatauii xo: 10,2025
Cocuudikanis No 120490000TAQ0002 — UA

Escherichia coli Bineytnig I r Bincytnis I r
KOHTPOIIb TTAKYBAJIBHUX MATEPIAJIIB

Konrpons nakyeansunx marepianis Binnosijae Bianosinae

Jlitoua penosnia — riiMemipuiy 2 mr
Posmip cepii (ynaxkosok) — 42000

Ne jinensii ua BHpoBUKITED Ta KOHTPOIL

. P b e aM-53/2018
AKOCTI
*TTOpALOK THCHCHIIST CUMBOJIB T2
[IPOCTOPOBC PO3TALLYBAINS WITAMIIIB

MOXYTE 3MIHIOBATHCA

Mikpobionoriuii Tectvt nposoasTLCA nepioauyHo. Yacrora nponeaeins BasycTeea na peecrpauiiinomy ocse Ta BIIYTPIlIHIX
npouenypax Bupobinka.

[posyxr sapeectposano B Yipaixi. Pecerpauitine nocsiguenns Noe UA/7389/01/01

Hana cepist BuroToznena, BRICYaIOMH TTaKyBalIIs Ta KOHTPOIIh AKOCTI Y BIANORiHOCTI 3 MilounMu BunMorand GMP aricresoro
Perynsroproro Oprany ta einnosinae sumMoram cneundriraniii Pecerpanitinoro IMocsiguenms KpalHH-IMITOpTEpA.
BupoGuuuuii npotiee cepii, nakysanns ta ananituupi naui [POAIANIZ0BAHO Ta BHINAHO BIAIOBIHMMU 10 HAABHUX BUMOL.

Y pasi BUSBICUHA BiJIXHIICHD 3 KOCTE YCI BHTaIKK JIOCHIDKYIOTHCS Ta YCYBAIOTHEA.

Hepiomuuni TecT sinosizaets BuMoram cuenudixauii Ta npoBoaATEC 3rinn0 Nnany TECTYBAHb, T MOXKYTE OyTH HagdaHi Ha
3AIMT OPraiiB OXepOHH 30p0B .

Jlarnmn 3acsinuyio, mo naseena Bue iHQopMmalis € Tounoo Ta J0cToBIpHoIO.

Pimennst Binainy 3a6esnesennn Slkoeri

Piienss: Bunytueno I_lh‘:amn
Cadodi C.nA
Tlara: F4-01-2021 Y1oBHOBaNEHa 0coba
’ /minnuc/ 14.01.2021 1328
[Tijme Hoxrop Aneccansipa Maypiuio

Ynosropakena ocoda signiny 3a6esneuenis SKocri:




MEPHIITKCITYIKBA
AEPIKABHA CIIVIKBA 3 JIKAPCHKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCHKI OBJIACTI

npocnekt Banepis Jlobaroserkoro, 51, m. Kuis, 03110, Ten/paxe: (044) 363-06-50
E-mail: dis ko@dls.gov.ua,hitps://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK

Npo SAKICTE BBe3eNnoro B Yxpainy JikapcebKoro 3acoby

17.05.2021 Ne 25896/21/10

AMAPHI®
{(natiMenyBanHs Mikapcokoro 3acofy 3riAH0 3 peecTpaUifHUM TOCBinYEHsM)
Tabiern mo 2 mr Ne 30 (15x2): mo 15 tabaerox y Guricrepi; o 2 Gricrepu B KApTOHHII
1copodi
({1)opMa BHIYCKY, A03YBANNA, BHI NAKYBanls JiKAPCLKEro 3acody)

Howep peectpauiitnoro nocsizuenns UA/7389/01/01 ctpox aif peecrpauitinoro nocsiguenns 01.01.2099

Cepis rrixapcrkoro zacoby Ne 1U002 KinsxicTs BBE3€HOO Nikapchbkoro sacofy 24192

BupoGhuk CAHO®I CIILA., Itanig

(naiivenynanng pupolilika Hikapeskoro 3aco0y, Kpaina HoxomueHs)

Baesero B Vipainy Tosapucrso 3 odMexenorw sigmosizannuicrio "CAHO®I-ABEHTIC

YEKPAIHA", incur. coa: 35648623

(nakimenysauis Ta xon 3a €IPIIOY wopunmunot ocobu abo npissuiue, iM's, No aTLiopi piznroi

0co0H - nianpiesmus, 1T Miclie npouyBalHg Ta peecTpauifitii nomep 06AiKOBCT KAPTKH MIATHHKA
nojatiin ado cepis Ta Homep nacropra)

[Iporokon Bizyansnoro xourpomo sin 13.05.2021 » 1539/2.

3a pesynsTartamu MIGPHKABHOTO ~ KOHTPOJIO  BCTAHOBJIEHO, 100 nikapcbkuil  3aci6  Beeseno B Vikpainy 3

JOTPHMAHHIM sumor 3axmlo,uancma mono sabesneuenns fixocri Alkapeskux 3acodis.
P

: C Onexciit COJIO[IPAMA

(mmmc) (iniviany Ta npiasie)
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Ceprudikart anainizy Ta BiilloBiTHOCTI

Canodi C.iLA.

Crpapa Crarane 17, Km 22
67019 Cronmnito (Axsina)
Iranis

Ten: +390862 717021 /7151
Makc: +39 0862 714005

[Mepexiat
Bupotunya jinknung: Crotiito

SCO_197756

AMAPWII®, rabnerkn, no 2 mr, 2 X 15 st Vipaiuu
Jlikapeska dopma, nakysannsa: Tabnetiu y TIBX-amowminicsosmy Oaicrepi

Aprukyin: 197756
Cepis Ne: 10002
Jlata BATOTORNEHHS: 17-02-2021 [lpuaarnuii no: 01.2024
Cnenudikanis Ne 120490000TA00002 — UA
HAUMEHYBAHHSI TOKA3HUKIB CIHELU®IKALIL PE3VYIJIBTATH

XAPAKTEPHUCTHKH

30BHINIIN BULIL

Tuchens

Konip
JIEHTH®IKAL[S
PX

I
bAPBIHK (E172)

BunpoGyranus ieHTHUHOCTI JUIS 3a5i3a
BAPBHHK (E132)

Bunpodyranus igentuiHoCTi JUIS
THIMrOKapMiHY

BHUITPOEOBYBAHHSI

Posumnenust /

Cepejuie snauenns yepes 15 xs, (Q = 80%)
PozuuHeHHs /

MiniMansHe 3Ha4YCHHs Yepes 15 x3

OuiHka pozunHeHHs (€Bp. Papm.)
OanopinuicTs Bmicty (PX) (Cap. ®apm.)
3anumkoBi posunHinky (Metanon — I'X)
CYITYTHI IOMIILIKH (PX)
[nimenipuay-cynsdonamis

Byab-sika 1HIma olHHUYAA JOMIIKa
3aransiuif BMicT cynyTHIX JIOMIlIOK

BMICT (PX)

Buicr

MIKPOBIOJIOI'THHA YACTOTA
baxrepit (KYO/T)

I'pudu (KYO/T)

Escherichia coli

[Iponosrysati Hinnanapui Tablierky 3
PO3MOALIBIOI0 PHCKOIO 3 060X BoKiB

Bepxne tucnenns®: NMM ta
JIOPQTHIT KOMIAHIT, HUACHC
THCHEHIA¥: NOroTHN KoMmaHii Ta
NMM

3enenui

Rt (3pasky) =~ Rt (crangapty) = 3%

[Tozurusnmi

Ilo3uTHBIHHI

ITo3uTHBHHH

= 85%
> 85%

Binnosijnae cranii [
Bianosigae crauii [

< 1400 ppm

<04 %
<0,2 %
<0,9%

1,90 — 2,10 mr/raGueTky

(95-105% Bl 305BJICHOTO HA CTHKCTIL)
< 1000

<100

Bigcyrhig I r

Tpojoerysari Ginaadapni tabierku 3
PO3NOALILIOI0 PHCKOIO 3 000X BOKIB

Bepxue tucnens®: NMM Ta
JOTOTHIT KOMITAHIT, HH¥XKIC
THCHENHA®: TOrOTHIT KoMnanii Ta
NMM

3cicHAi

Rt (zpasky) =~ Rt (ctamapty) + 3%
He BukoHyBaBcs Juis iict cepii.
Yacrora Bukonanus: 1 cepis/pix

He BuxonyBancst JUts Wict cepii.
YacroTa BUKOHAIHS: | cepis/pik
He puxonyrancs Juig Hict cepil.
YacroTa BuKonanus: 1 cepis/pik
100 %

99 %

Binnosinae crauii 1
Bianosinae crauii |
BHKOHYETBLCS i1 4ac BHITYCKY
Bijnosiano j1o jJokaisHol COIT

He 3actocoBycrses
Ie 3acTocoBycThes

M o 1897 éf %ﬁ%’//%




CeprudikaTt aHanizy Ta BiAnoBigHocTi

Canodi C.ar.A. = b
Crtpana Crarane 17, Km 22 S A I\J o ?ﬂ E £

67019 Ckonnito (Aksina) ﬂep:}?ifg'x
Itanisa e

BupotGnuua ainsnuis: Cronmito

Ten: +390862717021/7151
Pake; +39 0862 714005

SCO_197756
AMAPWJI®, TadmeTku, mo 2 mr, 2 x 15 g Yipainn
Jlikapeska dopma, nakysatus: Tabrerku y TIBX-amominicgonmy Gaicrepi

ApTHKY L 197756

Cepis Ne: 101002

Jlata BUrOTORIEHHS ! 17-02-2021 lIpunatuuii no: 01.2024
Cneuudikauis Ne 120490000TA00002 — UA

KOHTPOJIb ITAKYBAJIBHMX MATEPIAJIIB

Kourtponk nakyBamsHuX Matepianis Bianoginac Biatosizac

[itoua peuonuia — ruiMenipuay 2 mr
PosMmip cepii (ymakoBok) — 63840

No jtinensit na BUpoGHUIITEO Ta KOHTPOJIE
_ P P — aM-53/2018

SIKOCTI

*TTopsA/l0K THCHCHHS CUMBOJIIB Ta

NPOCTOPORE POITAIYBAHHS LITAMIIIB

MOKYTb 3MIHIOBATHCSH

MikpoSionoriuni TecTH NpOBOAATECH nepiojiHiHO, YacToTa nposejieiiHs Ga3yeThCs HA peecTpallifHOMY J0CHC Ta BHY TPIIIHIX
NpOILELY pax BHPOOHUKA.

IMponykr 3apeectpoBano B Ykpaidi. Peectpauiiine nocsiguenus Ne UA/7389/01/01

Jlana cepis BUroTOB/IEHA, BIUIIOMAIOYH [TAKYBAHHSA Ta KOHTPOJIb SAKOCTI ¥ BLANOBIHOCTL 3 Aitounmu BumoramMu GMP asicuesoro
Perynstopuore Oprany Ta Bianosijgac BuMoram crenudixaitiit Pecerpaniftiioro Iocpinuenns kpainu-iMnoprepa.
Bupodnnuuit npouec cepil, nakysais Ta ananiTHyaii Jani NpoananizoBalo Ta BU3NaHO BUITOBLAIMMHU 10 HASBIMX BUMOT.

Y pasi BHABICHHA BIAXMICHD 3 AKOCTI YCi BUNA/IKH JIOCHI/ZKYIOThCH T YCYBAOTHCH.

TMepiognuHi TecTH BiANOBIAAIOTE BUMOraM crienudikallii Ta NpoBOASTLCS 3TiIHO NIIAHY TECTYBaHb, Ta MOKYTh Oy TH Ha/laHi Ha
3aMUT OpraiiB OXOPOHH 3/I0pOB 4.

Jlanua 3aCBi/1UyIo, U0 HABCASHA BULIE iH(OPMALLS € TOUHOIO Ta JI0CTOBIPHOIO.

Pimennsa sigainy 3a6esnevenns SAxoceri

Piutenns: BunyuieHo
Jara: 26-03-2021 15:33
Ynorroraxena ocoba:  Jlokrop Aneccanapa Maypinio [Dr. Alessandra Maurizio]  (Ynosnosaxkcna ocoba)

Januit cepradikat ananizy niinicano eIeKTPOHHO 32 JINOMOrol0 Baliosanoi cucremu LIMS,




Ceprudikar Ananizy Ta Binnosianocri

Canodi C.LA.
Crpana Cratane 17, Km 22
67019 Cxormmito (Axsina) Itanis

Tem: +390862 717021/ 7151
®axc: + 39 0862 714005

SANOFI .7

Ilepexman

Bupo6auya gibHuLs: CKonmiTo

Jlixapceka popMa, HaKyBaHHs:

Cnerudixanis Ne

SCO_197758
AMAPHWJI®, Tabnerku no 4 mr, 2 x 15, Ykpaina
Ta6aerku, y IBX-amominieBomy Gaicrepi

ApTHKYI: 197758
Cepis Ne: 10002
Jlata BUTOTOBJIECHHA: 03.02.2021
Mpupatauit 10: 01.2024

120490000TA00004 — UA

HaiimenyBaHHs MOKa3HUKIB

Crnemndixamii

PesyanTaTn

XapakTepuCTHKH
30BHILIHIA BUIJIAA

TucHeHHS

Kounip
InenTndixkaunis
PX

L

Bapeuuk (E132)

BunpoGyBaHHS 1I€HTHIHOCTI JUIS
IHIUTOKapMiHy

Bunpo6ysanns

Pozupnenns /

Cepente 3HadeHHs gepes 15 xB, (Q = 80%)
Pozunnenns /

MinimansHe 3HaueHHS depes 15 XB

Ouinka po3yuHeHHs (€Bp. PapMm.)
Onuopianicts Bmicty (PX) (€sp. ®apm.)

Sanumkosi pozunHHUKU (Metason —I'X)

CynytHi gomimxu (PX)
[nimMenipuay-cynspoHamix
Byns-sixa iHIIa OHHHYHA JOMILIKA
3arasbHUil BMICT CYIyTHIX JOMIIIOK
Bwuicr (PX)

Buict

Ipoporrysari GiraHapai TabNIETKH 3
PO3TIO/IIHYOI0 PHCKOIO 3 060X GOKiB
Bepxue tucuenss*: NMO Tta
JIOTOTHIT KOMIAHi1, HUXKHE
THCHEHHA*: JIOTOTHII KOMIIaHi1 Ta
NMO

CriT0-0JaKUTHUH

Rt (3pasky) =~ Rt (ctagnapry) + 3%

TlosuTuBHUH

Tlo3uTHBHMII

>85%

>85%

Bignosigae craxuii I
Bignosigae cramii I

<1400 ppm

<04 %
<0,2%
<0,9 %
3,80 — 4,20 mr/TabneTky
(95 —105 %,
BiJI 3asBJICHOTO Ha €THKETIl)

Ipoxoeryeari GimanapHi TabneTky 3
PO3IMOAINBYOI0 PHCKOIO 3 060X GOKiB
Bepxue Tucuenna*: NMO Tta
JIOTOTHMII KOMIIaHii, HHKHE
TUCHEHHs*: JIOTOTHI KOMIIaHii Ta
NMO

CeiTy10-0TaKHTHHH

Rt (3pasky) =~ Rt (crannapty) + 3%
He BuxonyBaBcs s 1€l cepii.
YacroTa BUKOHAaHHS: 1 cepis/pix

He BukoHyBaBcs JUIA L€l cepil.
YacroTta BUKOHaHH:A: 1 cepia/pik

93 %

92 %

Binnosinae cranii 1
Binnosigae cramii 1

BHKOHYETHC ITifl Yac BHITYCKY

% Gy 2]




SANOFI

Ceprudikar Anajizy Ta Bignosignocri

M

Tlepexnan
Cano¢i C.mA. Bupo6unya ginsauns: CKOMmiro
Crpana Cratane 17, Km 22
67019 Cxonmito (Axsina) Itamis
Temr: +39 0862 717021/7151
Paxc: +39 0862 714005
SCO_197758
AMAPHII®, Tabaerku no 4 mr, 2 x 15, Ykpaina
Jlixapcepka ¢popMa, NaKyBaHHS: Ta6aerku, y IBX-amominieBomy 6icrepi
ApTHKYIL: 197758
Cepis Ne: 10002
JlaTa BUTOTOBJICHHSA: 03.02.2021
IpupaTHuH 10: 01.2024
Crenpdixanis Ne 120490000TA00004 — UA
HaiimeHyBaHHS NOKA3HUKIB Cuenmdixanii PesynbTarn
Mixpooiojioriyna yncrora ——r
3aranpHa KUIBKICTE aepoOHIX GakTepiit <10° KYO/r <10
3arajipHa KiJIbKiCTh IpHOIB <10 KYO/r <10
Escherichia coli (1 1) Biacyrsi BiacyruiB I r
KoHTpoJb NaKkyBaJbHUX MaTepiajis
KoHTtpone nakyBaJgbHHX MaTepialin Bianosinae Binnogijiae
Jiroua pedyorHHa — I'mimenipuny 4 mr
Po3mip cepil (yakoBoK) — 69426
Ne ninensii Ha BUpOOGHULTBO Ta KOHTPOIb . AM-53/2018

SIKOCTI

* TIopsiIOK THCHECHHA CUMBOJIIB Ta

NPOCTOPOBE PO3TAllyBaHHS IITAMITIB - —
MOXYTb 3MIHIOBaTHCS

Mikpo6ionoriani TecTH IPOROIATECS Mepiopmuno. YacToTa NPOBEACHHS 6a3y€ThCA Ha PEECTPALliIHHOMY IOCHE Ta BHY TPillHIX
Hporeaypax BUPOOHHKA.

[IpoayxT 3apeecTpoBano B Ykpaini. Peecrpaniiine nocsiguenns Ne UA/7389/01/03

Jlana cepis BUTOTOBJIEHA, BKJIIOYAI0YH [IAKyBaHHs Ta KOHTPOJb SKOCTI y BiAIOBigHOCT 3 AitounMu Bumoramu GMP micuesoro
PerynstopHoro Oprany Ta BifilloBiqae BuMoram crienudikauiit Peecrpauiiinoro ITocsiguenns kpainu-iMnoprepa.
Bupo6uuuuii ipoliec cepii, MaKyBaHHs Ta aHAITHYHI AaH] IPOaHAIi30BAHO Ta BU3HAHO BiINOBIIHUMH /10 HABHHX BUMOT.

V pasi BUSBIICHHS BIAXHJICHD 3 SKOCTI YC1 BHIIAAKH JOCHTIKYIOTBCS Ta yCYBaIOTLCA.

ToTeHuiHuii BIVIMB BiIXMIIEHb OO AKOCTI, 6e3mexu a60 eheKTHBHOCTI BiINOBIHOT cepii BBaXKAaIOTHCA HE3HAYNMH.
IMepioauudi TecTH BiANOBiAAaIOTE BUMOTaM crenu(ikalii Ta mpoBOAATLCS 3TiIHO MIaHy TECTYBAHb, T4, b OyTH Ha/laHi Ha
3aIIUT OPTaHiB OXOPOHH 3JI0POB’ . L

JlanynM 3acBiq4yio, 110 HaBezeHa BUIe iHOPMALis € TOYHOIO Ta JOCTOBIPHOIO. Y, o)
e AN E
& & R
L8l ¥ & e
Pimenusa Bigniny 3adesneuyenns Axocri T%\ ¥ / &5
inniny n oc SO (e
- - - - oy
Pimenns: Bunymeno MItamm: Canodi ;,33 5 wgg‘é@o
Hara: 02.04.2021 YToBHOBaXK€HA 0CO 67.04.21 13:25

Pimenns Biginy 3adesneyeHns SIxocTi: Mignuc/ Joktop Mapis Kacrineiione




Certificate of Analysis and

sanofi S.p.A.

Strada Statale 17, Km 22
67019 Scoppito (AQD)
Italy

Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

Confmjmance

SANOFI

Stabilimento: SCOPPITO

SCO_197758

Amaryl®4mg, 2X150pr UA
Dosage form:TABLETS;Pack:Blister ALU PVC

GMID code: 197758
Lotto/Batch: 10002
prod./Mfg.: 3~-FEB-2021

Dossier reference:

Scad./Exp.:

120430000TA00004 ~ UA

SAGGI/TESTS

JAN-2024

RISULTATI/RESULTS

CARATTERISTICHE/CHARACTERISTICS
Aspetto / Appearance

Codifica / Code

Colore / Color
IDENTIFICAZIONE/IDENTIFICATION
LC

IR

AGENTE COLORANTE/COLORATION AGENT (E132)

Test d'identitd per indigotina/Identity

test for indigo carmine

TESTS

Dissoluzione valore medio /AVG value
(Q=80%) :
Dissoluzione valore minimo /MIN value

dissolution after 15'

dissolution after 15':

Valutazione dissoluzione / Dissolution
evaluation (Ph.Eu.)

Uniformita di contenuto / Uniformity of
content (LC) (Ph.Eu,)

Solventi Residui / Resldual Solvents
(Methanol -~ GC)

Compresse chlan@ﬁg;”ﬁ:‘faﬁg,vcoh 1inea
di rotturs su entramisi & lati / Oblong,

Agzurro / Light blue

Bt (sample) =- BE

refevencel t3%
i L :

Compresse oblunghe, biplane, con
linea di rottura su entrambi i
lati / Oblong, biplanar tablets

~with score-line on both sides

':, Stampa superiore*: NMO and
 gimbolo della societa. Stampa
{& inferlore*: simbolo della
'k’societa and NMO / Upper

atamp* :NMO and company logo,
Lowetr stamp*: company logo and
NMO

Azzutrro / Light blue

Rt (satple) =~ Rt (reference)*3%
Noh testato su questo lotto.

| Freduenza test: un lotto
- all’anno/Non performed on this
. batch, Frequency: one batch/year

‘Non testato su questo lotto.
Frequenza test: un lotto
all’anno/Non performed on this
batch. Frequency: one batch/year

. conforms

Test eseguito periodicamente

secondo procedure

Page 1/ 3



Certificate of Analysis and

sanofi S.p.A.

Strada Statale 17, Km 22
67019 Scoppito (AQ)
Italy

Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

Conformance

SANOFI 7

Stabilimento: SCOPPITO

5CO_197758

Amaryl®4mg,2X15cpr UA
Dosage form:TABLETS;Pack:Blister ALU PVC

GMID code: 197758

Lotto/Batch: 10002

Prod./Mfg.: 3-FEB-2021 Scad./Exp.: JAN-2024

Dossier reference: 120490000TA00004 ~ UA

SAGGI/TESTS LIMITI/SP RISULTATI/RESULTS |

IMPUREZZE/RELATED SUBSTANCES (LC)
Glimepiride-Sulfonamide /
Glimepirid-Sulfonamide

Ogni altra singola / Others each
Totali impurezze / Related substances
total

TITOLO/CONTENT (LC)

Titolo / Content

CONTAMINAZIONE MICRORICA/MICROBIAL
CONTAMINATION

Conta aerobica totale/Total viable
aerobic count

Lieviti e muffe/Yeasts and moulds

Escherichia coli (in 19g)

CONTROLLO MATERIALE CONFEZIONAMENTO / PAUKAGING MATERIAL: CONTROL

Controllo confezionamento/Packaging

material control

Active ingredient
Batch size (packs)
Authorization number of all

manufacturing sites and quality control

sites

*The order of embossing of symbols and

spatial arrangement of the stamps may

vary

interne/Performed at release on

a periodic basis according to
" local soOP

Non rilevabile/Not detectable
0.1 %

2,80 = 4,20 mg [tb1} (95 to 1058 of 3,94 mg [tbl)

aim)

; <10

<16
Assente/g - Absent/g

<o10°2 cEU/g
Absent

Conforwe / Complies Conforme / Complies

Glimepirid dmg
R0Ba0y,
WPATH 4

Microbiological Analysis is carried out as skip test. Test frequency ls based on the registration dossier and site

internal procedure,

o

Page 2 / 3




Certificate of Analysis and

Conformance S A N O F ' @@M

Stabilimento: SCOPPITO

sanofi S.p.A.

Strada Statale 17, Km 22
67019 scoppito (AQ)
Italy

Tel: +39 0862 717021 / 7151
Fax: +39 0862 714005

SCo_187758
Amaryl®4mg,2X15cpr UA
Dosage form:TBBLETS;Pack:Blister ALU PVC

GMID code: 197758
Lotto/Batch: 10002
Prod./Mfg.: 3-FEB-2021 Scad./Exp.: JAN-2024

Dossier reference: 120490000TA00004 - UA

Product is registered in Ukraine. Registration Certificaée No UA/7389/01/03.

This batch of product has been manufactured, including packaging and Quality Control, in full compliance with the
current GMP requirements of the local Regulatory Authority

and with the specifications laid down in the Marketing Authorization of the importing country.

The batch processing, packaging and analysis records have been reviewed and found to be in compliance.

Quality deviations, if any, have been fully investigated and authorized.

The potential impact of the deviation on quality, safety or efficacy of the batch(es) concerned is negligible.
Periodic tests comply to specification requirements based on testing plan and could be provided upon HA request.
I hereby certify that the above information are authentic and accurate.

Decision/Decisione: Approvato / Released Sang‘ﬁd 3»2{;‘\*
Date/Data: { 97. 06 Y Qualifie
Responsible QA/Decisione QA: i'i///( éﬁd@(@ﬁﬂé{ﬁ‘&&‘« /iéé{@f)ﬂg‘

YRty
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JEPXKIIKCITYXBA
JEPJKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMHA Y KMIBCHKIM OBJIACTI

npocnekt Banepia Jlobanoscskoro, 51, m. Kuis, 03110, ten/dake: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kox €EPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3EHOro B YKpaiHy JiKapchKoro 3acody :

27.04.2021 Ne 21139/21/10

AMAPUII®

(naiiMeHyBauHs NikapcrKoro 3acoGy 3TiiHO 3 peecTpauiiHM MOCBIIYEHHIM)
rabseriku no 4 mr; Ne 30 (15x2): mo 15 Tabuerox y Gaicrepi; mo 2 6nicrepu B xaprommii
Kopobui

((popma sunycky, 1o3ysaHus, BUI NAKyBaHH JiKapPCHKOro 3acoby)
Howmep peectpauitinoro nocsiguenns UA/7389/01/03 crpox nii peecrpauiittoro nocsinuenns 01.01.2099
Cepis nixapcekoro 3aco6y Ne 10002 Kinsxicts BBe3eHOTO Nikapcbkoro 3acoby 16128

Bupo6tHux CAHO®I C.I1.A., Itanis

(natiMenypanns BUpOGHHKA JIIKapCLKOro 3acoBy, Kpaika TIOXOKEHHSA)

Baeseno B Yipainy Tosapucrso 3 oGmexeHoro Binnoinaasuicrio "CAHO®I-ABEHTIC
YEKPAIHA", inenr. xon: 35648623
(naiiMenysanus Ta xoa 3a €JIPTIOY 1opuanunoi 0coby abo Tipi3Buue, iM's, 1o Garekosi BizuuHoT

0co6u - minnpuemus, i Miclie NpoXMUBanKs T2 peecTpaLiitHui HOMED 00MiKOBOT KapTKH NaTHHKA
nonarkis abo cepis Ta HoMep nacropra)

Hporoxon sisyansnoro xonrposio sin 21.04.2021 Ne 1269/2.

3a pesynbrataM  JEPIKABHOIO KOHTPONIO BCTAHOBNEHO, W0 Jiikapchkuil 3aci6 BBeseHo B Vkpainy 3
AOTpHMaHHSlM BHMOT 3aKOHOAABCTRA LIOA0 3abe3necyeHHs
/""ﬁw:‘-‘?/\i‘\.,

/ﬂ B AT
) o TR YOI, A

P ‘b\u"“"““/-

y’/ L0 A )

ocTi JlikapchKuX 3acobiB.

AR RS N . >
3acTynHHic HauanbHuka Cyixou Ouexciit COJIOPAU
AR N 0
(fiocanidsh oco64 prany ie Bu\;gro KOHTPOIIIO) hiitc) (iniuianm Ta npissume)

(o P Jpraty Aep
< 2\ I0KYMERTIR)

]-P & }QQ
HaREZ

P -
“hen e o™

&,
%0

é
™

s,
q




MEPHIITKCITYIKBA
AEPIKABHA CIIVIKBA 3 JIKAPCHKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KUIBCHKI OBJIACTI

npocnekt Banepis Jlobaroserkoro, 51, m. Kuis, 03110, Ten/paxe: (044) 363-06-50
E-mail: dis ko@dls.gov.ua,hitps://www.dls.gov.ua, Kon €JIPTIOY 37078774

BUCHOBOK

Npo SAKICTE BBe3eNnoro B Yxpainy JikapcebKoro 3acoby

17.05.2021 Ne 25896/21/10

AMAPHI®
{(natiMenyBanHs Mikapcokoro 3acofy 3riAH0 3 peecTpaUifHUM TOCBinYEHsM)
Tabiern mo 2 mr Ne 30 (15x2): mo 15 tabaerox y Guricrepi; o 2 Gricrepu B KApTOHHII
1copodi
({1)opMa BHIYCKY, A03YBANNA, BHI NAKYBanls JiKAPCLKEro 3acody)

Howep peectpauiitnoro nocsizuenns UA/7389/01/01 ctpox aif peecrpauitinoro nocsiguenns 01.01.2099

Cepis rrixapcrkoro zacoby Ne 1U002 KinsxicTs BBE3€HOO Nikapchbkoro sacofy 24192

BupoGhuk CAHO®I CIILA., Itanig

(naiivenynanng pupolilika Hikapeskoro 3aco0y, Kpaina HoxomueHs)

Baesero B Vipainy Tosapucrso 3 odMexenorw sigmosizannuicrio "CAHO®I-ABEHTIC

YEKPAIHA", incur. coa: 35648623

(nakimenysauis Ta xon 3a €IPIIOY wopunmunot ocobu abo npissuiue, iM's, No aTLiopi piznroi

0co0H - nianpiesmus, 1T Miclie npouyBalHg Ta peecTpauifitii nomep 06AiKOBCT KAPTKH MIATHHKA
nojatiin ado cepis Ta Homep nacropra)

[Iporokon Bizyansnoro xourpomo sin 13.05.2021 » 1539/2.

3a pesynsTartamu MIGPHKABHOTO ~ KOHTPOJIO  BCTAHOBJIEHO, 100 nikapcbkuil  3aci6  Beeseno B Vikpainy 3

JOTPHMAHHIM sumor 3axmlo,uancma mono sabesneuenns fixocri Alkapeskux 3acodis.
P

: C Onexciit COJIO[IPAMA

(mmmc) (iniviany Ta npiasie)

(,li

fr fff,m fﬁ

$ g ” m‘l)‘m

— e
o




Ceprudikart anainizy Ta BiilloBiTHOCTI

Canodi C.iLA.

Crpapa Crarane 17, Km 22
67019 Cronmnito (Axsina)
Iranis

Ten: +390862 717021 /7151
Makc: +39 0862 714005

[Mepexiat
Bupotunya jinknung: Crotiito

SCO_197756

AMAPWII®, rabnerkn, no 2 mr, 2 X 15 st Vipaiuu
Jlikapeska dopma, nakysannsa: Tabnetiu y TIBX-amowminicsosmy Oaicrepi

Aprukyin: 197756
Cepis Ne: 10002
Jlata BATOTORNEHHS: 17-02-2021 [lpuaarnuii no: 01.2024
Cnenudikanis Ne 120490000TA00002 — UA
HAUMEHYBAHHSI TOKA3HUKIB CIHELU®IKALIL PE3VYIJIBTATH

XAPAKTEPHUCTHKH

30BHINIIN BULIL

Tuchens

Konip
JIEHTH®IKAL[S
PX

I
bAPBIHK (E172)

BunpoGyranus ieHTHUHOCTI JUIS 3a5i3a
BAPBHHK (E132)

Bunpodyranus igentuiHoCTi JUIS
THIMrOKapMiHY

BHUITPOEOBYBAHHSI

Posumnenust /

Cepejuie snauenns yepes 15 xs, (Q = 80%)
PozuuHeHHs /

MiniMansHe 3Ha4YCHHs Yepes 15 x3

OuiHka pozunHeHHs (€Bp. Papm.)
OanopinuicTs Bmicty (PX) (Cap. ®apm.)
3anumkoBi posunHinky (Metanon — I'X)
CYITYTHI IOMIILIKH (PX)
[nimenipuay-cynsdonamis

Byab-sika 1HIma olHHUYAA JOMIIKa
3aransiuif BMicT cynyTHIX JIOMIlIOK

BMICT (PX)

Buicr

MIKPOBIOJIOI'THHA YACTOTA
baxrepit (KYO/T)

I'pudu (KYO/T)

Escherichia coli

[Iponosrysati Hinnanapui Tablierky 3
PO3MOALIBIOI0 PHCKOIO 3 060X BoKiB

Bepxne tucnenns®: NMM ta
JIOPQTHIT KOMIAHIT, HUACHC
THCHEHIA¥: NOroTHN KoMmaHii Ta
NMM

3enenui

Rt (3pasky) =~ Rt (crangapty) = 3%

[Tozurusnmi

Ilo3uTHBIHHI

ITo3uTHBHHH

= 85%
> 85%

Binnosijnae cranii [
Bianosigae crauii [

< 1400 ppm

<04 %
<0,2 %
<0,9%

1,90 — 2,10 mr/raGueTky

(95-105% Bl 305BJICHOTO HA CTHKCTIL)
< 1000

<100

Bigcyrhig I r

Tpojoerysari Ginaadapni tabierku 3
PO3NOALILIOI0 PHCKOIO 3 000X BOKIB

Bepxue tucnens®: NMM Ta
JOTOTHIT KOMITAHIT, HH¥XKIC
THCHENHA®: TOrOTHIT KoMnanii Ta
NMM

3cicHAi

Rt (zpasky) =~ Rt (ctamapty) + 3%
He BukoHyBaBcs Juis iict cepii.
Yacrora Bukonanus: 1 cepis/pix

He BuxonyBancst JUts Wict cepii.
YacroTa BUKOHAIHS: | cepis/pik
He puxonyrancs Juig Hict cepil.
YacroTa BuKonanus: 1 cepis/pik
100 %

99 %

Binnosinae crauii 1
Bianosinae crauii |
BHKOHYETBLCS i1 4ac BHITYCKY
Bijnosiano j1o jJokaisHol COIT

He 3actocoBycrses
Ie 3acTocoBycThes

M o 1897 éf %ﬁ%’//%




CeprudikaTt aHanizy Ta BiAnoBigHocTi

Canodi C.ar.A. = b
Crtpana Crarane 17, Km 22 S A I\J o ?ﬂ E £

67019 Ckonnito (Aksina) ﬂep:}?ifg'x
Itanisa e

BupotGnuua ainsnuis: Cronmito

Ten: +390862717021/7151
Pake; +39 0862 714005

SCO_197756
AMAPWJI®, TadmeTku, mo 2 mr, 2 x 15 g Yipainn
Jlikapeska dopma, nakysatus: Tabrerku y TIBX-amominicgonmy Gaicrepi

ApTHKY L 197756

Cepis Ne: 101002

Jlata BUrOTORIEHHS ! 17-02-2021 lIpunatuuii no: 01.2024
Cneuudikauis Ne 120490000TA00002 — UA

KOHTPOJIb ITAKYBAJIBHMX MATEPIAJIIB

Kourtponk nakyBamsHuX Matepianis Bianoginac Biatosizac

[itoua peuonuia — ruiMenipuay 2 mr
PosMmip cepii (ymakoBok) — 63840

No jtinensit na BUpoGHUIITEO Ta KOHTPOJIE
_ P P — aM-53/2018

SIKOCTI

*TTopsA/l0K THCHCHHS CUMBOJIIB Ta

NPOCTOPORE POITAIYBAHHS LITAMIIIB

MOKYTb 3MIHIOBATHCSH

MikpoSionoriuni TecTH NpOBOAATECH nepiojiHiHO, YacToTa nposejieiiHs Ga3yeThCs HA peecTpallifHOMY J0CHC Ta BHY TPIIIHIX
NpOILELY pax BHPOOHUKA.

IMponykr 3apeectpoBano B Ykpaidi. Peectpauiiine nocsiguenus Ne UA/7389/01/01

Jlana cepis BUroTOB/IEHA, BIUIIOMAIOYH [TAKYBAHHSA Ta KOHTPOJIb SAKOCTI ¥ BLANOBIHOCTL 3 Aitounmu BumoramMu GMP asicuesoro
Perynstopuore Oprany Ta Bianosijgac BuMoram crenudixaitiit Pecerpaniftiioro Iocpinuenns kpainu-iMnoprepa.
Bupodnnuuit npouec cepil, nakysais Ta ananiTHyaii Jani NpoananizoBalo Ta BU3NaHO BUITOBLAIMMHU 10 HASBIMX BUMOT.

Y pasi BHABICHHA BIAXMICHD 3 AKOCTI YCi BUNA/IKH JIOCHI/ZKYIOThCH T YCYBAOTHCH.

TMepiognuHi TecTH BiANOBIAAIOTE BUMOraM crienudikallii Ta NpoBOASTLCS 3TiIHO NIIAHY TECTYBaHb, Ta MOKYTh Oy TH Ha/laHi Ha
3aMUT OpraiiB OXOPOHH 3/I0pOB 4.

Jlanua 3aCBi/1UyIo, U0 HABCASHA BULIE iH(OPMALLS € TOUHOIO Ta JI0CTOBIPHOIO.

Pimennsa sigainy 3a6esnevenns SAxoceri

Piutenns: BunyuieHo
Jara: 26-03-2021 15:33
Ynorroraxena ocoba:  Jlokrop Aneccanapa Maypinio [Dr. Alessandra Maurizio]  (Ynosnosaxkcna ocoba)

Januit cepradikat ananizy niinicano eIeKTPOHHO 32 JINOMOrol0 Baliosanoi cucremu LIMS,
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