JEPJKABHA CJIYKBA 3 JIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMH Y KUIBCHKIN OBJIACTI

npos. Ceitnuunol Hanil, 3, M.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOV 37078774

BUCHOBOK
npo sIKicThL BBE3eHOT0 B YKPpaiHy JiKapcbKoro 3acody

25.01.2024 Ne 1233/24/10

AJVIET'PA® 180 MI'

(HaiiMeHyBaHHs JIKapChKOro 3acoby 3riiHo 3 peecTpaLiiiHUM MOCBIIYEHHAM)
TaGJeTKH, BKPUTI 06010HKO010, 10 180 Mr Ne 10: no 10 Tadaerox y Gaicrepi; no 1 6aicrepy B
KAPTOHHI# KopoOui

((popma BUIyCKY, JO3YBAHHS, BUA [aKyBaHHs JiKapchkoro 3acoby)

Howmep peecrpauiitnoro nocsinuenns UA/8500/01/02 crpox aii peecrpauiitnoro nocsinuenns 01.01.2099

Cepis nikapcwkoro 3acody Ne JT1752 Kinskicrs Besenoro nikapcekoro zacoby 102530

BupoGHuk CAHO®I BIHTPOII IHOJACTPIA - TYP3, ®panuis

(HaliMeHyBaHHs BUPOOHUKA Jlikapchkoro 3acoly, KpaiHa IIOXOUKECHHS)

Baeseno B Ykpainy TosapucTBo 3 06Mexenolo BignositanbHicTio "OIEJLIA
XEJCKEA YKPAIHA", inenr. xon: 43726391

(nalimenyBamns ta koa 3a CAPTIOY 1opuandnoi ocoGu abo npissuiue, iM's, 1o 6aTekoBi (iziaHof
0C0GH - mianpuemusl, ii Micue npoXKHUBaHHS Ta peecTpaLiiiHuit Homep 06NiKOBOT KAPTKHM TUIATHHKA
nojartkis abo cepist Ta HOMep nacropra)

Tporokoa Bisyanssoro kourpo.o six 18.01.2024 Ne 0085/10.

3a  pesyibTaTaMM  JIEPKABHOTO KOHTPOJIIO  BCTAHOBJIEHO, 10 Jiikapchkuii 3acib BBeseno B Ykpainy 3

AOTPHUMAHHSIM BuMOr 3aKOHOABCTBA LIOAO 326e3MeueHH s SKOCTi Jikapebkux 3acobis.
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canofi

MANUFACTURER BATCH CERTIFICATE

Name of product: ALLEGRA® 180 MG
Dosage form: tablets, filni-coated, 180 mg

Active ingredients: Fexofenadine hydrochloride 180 mg
(equivalent to 168 mg of Fexofenadine)

Batch Number: JT1752

Date of manufacture: 20-SEPT-2023
Expiry date: AUG-2026

Name and address of the manufacturing site:
SANOFI WINTHROP INDUSTRIE —~ TOURS
30-36 avenue Gustave Eiffel, TOURS, 37100
FRANCE

Name and address of the packaging site:
SANOFI WINTHROP INDUSTRIE ~ TOURS
30-36 avenue Gustave Eiffel, TOURS, 37100
FRANCE

Registration Certificate: NeUA/8500/01/02
Manufacturing Authorization Ne for production site: 2022_184 1 2

Packaging type: Ne10: 10 tablets in blister: 1 blister in a carton box

Batch size: 102 530 packs released

[ 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 above mentioned
sites in full compliance with the GMP requirements of the local Regulatory Authority and
with the specifications in the Marketing Authorization of the registration dossier of the
importing country. The batch processing, packaging and analysis records were reviewed to be
in compliance with GMP.

Name, title and signature of the authorized person authorizing the batch release:

Laura DANG
Qualified Person

Date: 4 october ool ?

30-36, avenue Gustave Eiffel - BP 27166 - 37071 Yours Cadex 2 - Franae - Tél: +33 (0)2.47.42.35.00 - Fox : +33 (0)2.47,42.35.02 - Slret : 775 662 267 00218 - NACE 2120 Z
- www,.sanofl.com

Silge social ; #2, Avenue Raspall 94250 Gentllly, France - S.A. au capital de 266 084 864 € - 775 662 257 « Siret 775 662 257 00150 - NACE 7010 Z - N° intracommunautalre 3
FR 45775662257




Certificate of analysis /

Batch Certificate <anofi
SANOFI WINTHROP INDUSTRIE

30-36, avenue Gustave Eiffel Site TOURS
37100 TOURS~FRANCE '

Item code 574398
Item description ALLEGRA 180MG 10CP VTE UA
Batch number JT1752 Manufacturing date 20~-SEP-2023
Inspection lot 000007345192 Expiry date AUG-2026
Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS
Storage condition Storage: <25°C
Market name Ukraine
Regulatory file QUA~TU~-2013-23976
Version of CoA 1 ‘
§ Tests Specifications Results
CHARACTERS
Characters Peach, capsule shaped, film-coated COMPLY
tablet, debossed with "018" underlined
on one side and a scripted "e" on the
otherside, approximately 7.6 x 17.3 mm.
IDENTIFICATIONS
Fexofenadine hydrochloride (HPLC) The sample exhibits the same retention COMPLY
time as a reference standard
Fexofenadine hydrochloride (IR) The infrared spectrum of the sample COMPLY
exhibits absorption maxima only at the
same wavelengths as a reference standard
Titanium dioxide COMPLY COMPLY
Iron oxide COMPLY COMPLY
TESTS
Uniformity of dosage units Conforms to USP/Ph.Eur COMPLY
Water content <=6.5% 4.3 %
DISSOLUTION
S1:Mini at 45 min >=85% 88 %
DEGRADATION PRODUCTS
MDL 102.038 <=0.6% not quantified
MDL 46.016 <=0,3% not detected
Total other degradants <=0,2% not quantified
Total degradants <=1.0% not quantified
ASSAY :
Fexofenadine hydrochloride 171.0 - 189.0 mg/tablet 178.9 mg/cp

rap_coa_resultats vS Page 1/ 2



Certificate of analysis /

Batch Certificate SAno fi

Site TOURS

SANOFI WINTHROP INDUSTRIE
30-36, avenue Gustave Eiffel
37100 TOURS-FRANCE

Item code 574398

Item description ALLEGRA 180MG 10CP VTE UA

Batch number JT1752 Manufacturing date 20-SEP-2023

Inspection lot 000007345182 Expiry date AUG-2026

Type TABLET, FILM COATED Presentation 1 BLISTER OF 10 UNITS
Storage condition Storage: <25°C

Market name Ukraine

Regulatory file QUA~TU~-2013-23976

Version of CoA 1

Quality control for parameter "Microbiological purity" is tested at least once a year

I hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full
compliance with the GMP requirements of the EU and with the requirements of the Marketing Authorisation(s) of the
destination country/countries.

|
|

Reiease status ACCEPTED
ERelease date (UTC +1) 17-0CT-2023 17:06:00.00
Signed by qualified person LAURA DANG

Certificat d'analyse approuvé électroniquement / Certificate of analysis electronically approved

Page 2 / 2
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[lepexnag,
CEPTH®IKAT CEPIi BAPOBHUKA

Hassa npenapary: AJIJIETPA® 180 MT
Jlikapceka ¢popma: TabJIeTKH, BKPUTI 000/10HKO10, 10 180 Mr
Jirdi peyoBuHM: dexcodpenaauny rizporsopus 180 mr

(exsiBanentHo 168 mr dekcodeHa uHYy)
Cepis Ne: JT1752
JlaTa BUTOTOBJICHHSA: 20 BepecHs 2023
TepmiH npUAATHOCTI: cepnenn 2026
Ajpeca Ta Ha3Ba BUpOGHUKA: CAHO®I BIHTPOIT IHJAACTPIA - TYP3

30-36, Apento lNocras Eiidpens, TYP3, 37100

GPAHLIA
Apapeca Ta Ha3Ba AiIbHULI CAHO®I BIHTPOIT IHAACTPIA ~ TYP3
NaKyBaHHSA: 30-36, Aenio I'vcrar Eitpens, TYP3, 37100

GPAHLIA
PeecrpauiiiHe nocBigyeHHs: Ne UA/8500/01/02
JlineHsia Ha BUpOGHULTBO Ne: 202218412
Tun naKyBaHHA: Ne10: mo 10 Ta6/1eTOK B 6uicTepi; o 1 6JicTepy B KapTOHHIH KOpo6 L
Poswmip cepii: 102 530 BHMyLIeHHX YIAKOBOK

Jauum 3acBiguylo, 10 HaBegeHa Bule indopMallia € Jo0CTOBIPHOIO Ta ToOuHOW. [aHa cepis 6ysa BUpobeHa,
BKJIIOYAIOYH TNaKyBaHHA/MapKyBaHHs Ta KOHTpPOJb SIKOCTI HAa BHle3a3HadyeHill AiNbHHLI y NoBHIH
BiAnoBigHOCTI 3 BUMoramu GMP, BCTaHOBJIEHUMH MIiCILEBUM Pery/isiTOPHUM OPraHOM, a TaKOX BiAIOBIAHO
[0 crenndikanii, wo MicTATbCA y peecTpaliiiHoMy focbe Kpainu-iMnoprepa. [IpoTokosn BUpOOGHULTEA,
nakyBaHHS Ta aHaji3iB 6y neperysiHyTi Ta BCTAHOBJEHO BiAnoBijHicTL GMP.

IM's1, mocaja Ta miagnuc ynoBHOBaXKeHOI 0co6H, 1110 BiANOBiAa/bHA 32 BUIIYCK cepii:

JNaypa JAHT" [Laura DANG]
YnosHosaxcena Ocoba

Jdara: 17.10.2023 /Mignuc/

/ua odinilinomy 61aHKy BUpo6GHHKA/



Ceprudikar anasisy /

sanofi

Ceprudikar Cepii
e Mepexnay
CAHO®I BIHTPOIl IHOACTPIA
30-36, aBeHto Nocras Efidens, Bupo6uuua ainpuuus: TYP3
37100 Typs, ®panuisa
ApTHKYI: 574398 | l
Onuc: AJIJIETPA® 180 MT, TabsieTkH, BKpUTI 060/10HK010, Ne10 fsia YKpaiuu
Howmep cepii: JT1752 JaTa BUpoBGHHIITBA: 20 Bepecus 2023
OraspoBa napTis: 000007345192 Tepmin npunatHocti: | cepnens 2026
Tum: Tab1eTKH, BKpUTI 060J10HK010 | TlakyBaHHs: 1 6sticTep no 10 TabaeTok
YmMoBHU 30epiraHHs: 36epiranns npu <25°C
KpaiHa-imnopTrep: YKpaiHa
PerynsTopHui daii: QUA-TU-2013-23976
Bepcis Ceptudikaty aHanizy: | 1
HajimeHyBaHHA NOKa3HUKIB Crneyudikanii Pe3ynbTaTyu BUNPOGYBaHb

Omuc TabJIeTKH NepCHKOBOro KObopy B popmi Bignosizae
Onuc KarcyJ/i1, BKPUTi 060JIOHKOM, C
rpaBipyBaHHAM «018» Ha ofHil CTOpOHi iy
BMIJ/IAJ] NPONUCHOI liTepu «e» Ha iHIIH
CTOPOHI, PO3MipOM NPHUOIH3HO
7,6 x17,3 MM
InenTudikanis
dexcodenaguny rigpoxnopuy (BEPX) BignosigHicTe yacy yTpuMyBaHHSA Ha Bianogigae
XpoMaTorpaMax BUNpoOyBaHoro Ta
CTaHAAPTHOIO PO34YUHY
Pexcodenaauny rigpoxnopug (I4) I4 cnekTp 3pa3ka Ma€ MaKCUMyMH
[IOIJIMHAHHA NPH THX CaMMX JOBXHUHAX Bianosinae
XBHJIb, W10 | CHEKTp CTAHJAPTY
Turtany giokcug, Bignosigae Bignosigae
Okcup 3asisa Bignogigae Bignosigae
Tecru
OpHopiaHicTE AO3YBaHHA Bignosigae Bumoram USP/€Ep. Papm. Bignosizgae
BMicT BoM He Gisbuwe 6,5 % 4,3 %
Po3yunenns
S1: MinimymM yepe3 45 xB 285 % 88 %
TIpoAyKTH po3naay
MDL 102.038 <0.6% He BusiBns€THCA KiNbKIiCHO
MDL 46.016 <0.3% He BusBnserbcs
CyMa iHIMX IpOAYKTIB po3naay <02% He BusiBAsIETLCA KiNbKiCHO
CyMa Bcix npoAyKTiB po3naay <1.0% He BusABAAETLCA KiNbKicHO

KizibKicHe BU3HAYEeHHSA

PekcodeHa MUY TiApOXIOPHA

178,9 mr/TabaeTky

171,0 - 189,0 Mr/TabneTky [

KonTposb akocTi BUMiptoBaHb «Mikpo6iosioriuHa 1HcTOTa» NPOBOJUTLCA LloHaliMeHIe 1 pa3 y pik.

llum nigTeepmxyeMo Bci craiii BUpoOHHULITBA JaHOI cepil roTOBOro npoAyTy GyJiM mpoBeAeHi Y BiAMOBiAHOCTI A0
BuMor GMP €C, Ta Bianosifae mnosoxeHHAM A0 BigmosigHoro PeecrpaniiiHoro mocsigueHHA KpaiHu / Kpaid
NpH3HAYEHHs. '

PiunteHHs 1040 BUIIYCKY cepil: JO3BOJIEHO
JaTa sunycky (UTC +1): 17 wonTun 2023 17:06:00.00

YrnosHoBaxeHa 0coba, o mignucana: JIAYPA JAHT' [LAURA DANG]

CepTHdikaT AKOCTI 3aTBEPHPKEHHUH B €JIEKTPOHHOMY BUIVIsIAL



