HETERO LABS LIMITED

UNIT-Il} {EQ.V)

Factory : 22-N0, (DA, Jeedimstia,
Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 2309617V /72 /93 /74
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CERTIFICATE OF BATCH RELEASE
‘ - CEPTU®IKAT BUNIYCKY CEPIT '
Product name: | CETRILEV NEO [Manufacturing country: | India
Hazpa npogykuii: | METPHAEBHEO [ Kpaisa-pupoGuux: | lugia

Pharmaceutical form: | film-coated tablets 5 mg

_Jlikapebka dopma: | | TabaeTKH, BRPHTI N2iBK0BOK 060/10HK010, 10 § MO

Strength/potency: | 1 tablet contains: Levocetirizine dihydrochloride 5 mg
_ Cuna mii/akTHBHICTb: | 1 TA07eTKA MICTHTL: IEBOUETHPHIHEY AUTIIPOXITOPHAY. SWE o
Type and size of packaging: 10 tablets in a bhstcr 1 blister in a eardboard box; 10 cardboard boxes
in a cardboard box with Ukrainian and English languages labelling -
Bun i poamip ynaxosku: | no 10 tadnerok y Gnicrepi; no 1 Gaicrepy B kaproHHii kopobui; no 10
KapTOHHIUX kopobox Y KapIOHHlH Kopoﬁm 3 MapKyBaHHAM'

{
|
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Batch No.: Batch Size: ) paclcfs
R _...Cepis No: | F231 135 e D O3MAD cEPIT: 11000 | ynaxosox
Mmufaclurmg date: Expiry Date:
Jara pupoGuuurea: 04/2023 1 __Dlpuparnui po: 03/2026 o
Registration Certificate: { UA/15063/01/0l j Unlimited from: 24 02 2021 '
_Peecrpauiiine nocBiiuenHs: | 7 - Heobmenene 3¢ )
Manufacturer name: | Hetero Labs Limited " License No.:
Hajimenysannna supobuuxa: | Ferepo. Jla63 JlimiTen Jligensisr Ne: i ZZIRR/APQOONF/R

Location: ; Unit HI Formulation Plot No 22 - 110 IDA, Jeedlmctla, Hyderabad, 500 055
Telangana, India

IMicuesHaxoaKeHHR; § Onir 11T, ®opmyaeiims [nor Ne 22 -~ 110 LJA, okuaimeria, Xauaepaﬁazx, 500

i 055 Tenanraua, lupin

" Certificate of comp!nance to GMP No.: dat.ed: <
__Ceprugikar sianogignocri sumoram HBII Ne: it , BLI: 02"?7'292,.1' -
Labelling: Should correqpond to the rcmqtexed abc}lmg ‘Complies
I _ Mapkysanns: | [loBrHHO BifOBIATH 3apeccTpoBAHOMY MAPKyBaHHIO. | Biamosinae
Packaging: | Should corrcspond to the requirements of MQC. Complies
| Haxysaumun: | Hopunwo simnosigarn sumoram MKA. Bignosigae
b Analysls results: | Certificate of analysls ‘No. J G3FP23003496 date'd: . 02-06-20.23 #
e3yNLTATH aHamizy: | Bif: | o

I hereby certify that the above information is authentic and accurat®, This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full
complmnce with the GMP requirements of the lncal Regulatory Authority and with the specification
available in registration dossier. The batch processing, packaging and analysis records were reviewed and
; Sound to be in compliance with GMP. /

Corporate ’ e .ot R ;
7-2-A2, industrial Estates, Sanath Nagar, Hyderabad-500 Q18. Telangana, Inclia : :
T +91 4Q 23704923 /25 :
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HETERQ LABS LIMITED

YNIT-I (EO.U)

Factory 1 22-110, IDA, Jeedimetla,
Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 23096171 /72 /735 /74

“Certificate No.: | oo Page 2of2]
Ceprudixar No: 03FP23("}M({3496 CTOleK 23 2 i b :

Ifum 2 3ac8i0uYIo, 140 HacedeHd eunie INPopmayia € ducmosiprow ma mownoio. o cepx‘m npadvm{ﬁ‘
6YA0 GUPOBNREHO (6KTIOUAIONU NAKYGUHHA/MAPKYSAHNA) MA KORMPORL [ AKOCHI HA GUILE3ASHANERIE
~ eupobrunil Oinbnuni nposedeno y nosuit cidnogionocmi 3 gumozam GMP, scmanosnenumu micyesum
| PE2yNAMOPRUM 0P2ANOM, A PIAKOMHC 6IOR06INHO 00 CReyUBIKARTT, U0 MICHUMbCA 6 pecCmPALiiinomy
docoe. IIponokony 6upoBHUIINGa, NAKYEAHNA NG aRANIZIE BYNo NepeziARYING A 6CMAROGNEND
sidnosionicme GMP.

Name | Aruna Jyothi S.

Position of person authorising the batch release | Sr, Manager QA
[pizsvue | Apysa [bxori C.

Mocaaa ocofu, sika BRAAIA 103811 1a Bunyck cepii | CT. Meneivkep 34

Signature of person authorising the batch release

Tinnuc 0co6m, ska BUxATA J03BIT HA BUNYCK cepil

Date of signature

Corporate -

7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018. Telangana, India
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r' Ceprudirar .N'&] 03FP23003496

| _Cropinka 132 |

CEPTH®OIKAT AHANIZY

Hassa npoayruii: | UETPUIEB HEO A
Jlikapebka gpopma: | TabjeTku, BRPUTI 1IBKOBOI0 000J0HKOK), 10 S MK
Cepig Ne: | E231135 .
Jlava pupobunmrsa: | 04/2023 | ‘ Fpugarmyii no: | 03/2026 .
PesyjabtaTu npoBelenis auaiisy =ty
BUMOTM MK 2o
Ne | JIOKAZHUKH Ha sakinuenng | METOIH PF§YJIbT ATVI
n/n’ SAKOCTI {Tpw BumycKy TePMiNY KOHUTPOJIIO| 7700
2 npuaatHocti B %
1. [ Onue Tabnery, Bkputi niskoBoto obonodkoro, | 1, MKS, E
: Gitoro koJBOpY, KPyIro] (opmu, BisyaipHo et
JIBOOTIYKJH, 3 PUCKOIO, 3 HarticoM «H» 3 TR e
oaHoro 6oky Ta «161» — 3 ixmmoro. o
2 Inenrudikanin Uac yrpumMypanHs OCHOBHOrO mika mHa | . 2 MKS,
~ Meroiu BEPX | xpoMarorpami  BurpoGoByBaroro  posunny | Merox BEPX
| BLITIOBLNAE yacy YTPHMYBAITIS 0CHOBHOTO nika | EP* 2.2.29 Bignosinae
Ha XpoMarorpaMi CTaHIApTIOrO PO3UHHY Yy RS D B
‘ BHNPoGyBaHHi «[iMbKiCHE BU3HAUCHHS
— XJIOPHIK - Cuprneriii - Gingi  ocan  yrsoproerses 3 | EP¥ 2.3.1
po3umMoM  HiTpary  epibna:  ocan  mBYIKO .
POUMESIETHCS B PO3UMHI amiaKy, JOTyCKacThe Binnosizae
| HASBRICTL JEKUILKOX  KPYIHMX  4acToK. K ;
- PO3UUHSIOTECS HOBLILHO _
— XipaJlbHa Uac  yrpuMyBanist  ocHoBHOro mika  ma | Meron BEPX
UKCTOTA xpoMarorpami - sHIpoBoRyBaHOrO  posunsy | EP* 2.2.29 T
. BU/INOBLIAC HACY yTPUMYBAHHS OCHOBHOIO ITKa ‘Bianosinae
Ha XPOMATOTpaMi CTAILIAPTHONO PO3UMHY Y : :
, BHIPOGYBaHHI «Xipanblia YACTOTa
|3 | Cepenns maca 103.53 Mr 5.0 % . 3 MK, 10354 811
P (98.35 mr — 108.71 mr) EP*2.9.5 ™
4 | Bmict Bojtu He 6inpie 6.5 % He 6iisuie 7.0 % . 4 MK4, :
(M/m) (M/M) EP* 2.5.12 4.9 % (m/m)
o " ) , o iwmeTon A :
5° | Po3uvHeHus T He venuie 75 % (Q) Bix HOMIRAILHOTO n. 5 MK#1, ‘
BMICTY JICBOMETHPH3UHY Anriapoxnopagy | EP* 2,93 9% o/
(C2H5CIN2 O3 2HC) posunngerses 3a 20 | EP¥ 2.2.29, R .;0 .
, XB . - Merog BEPX '

6 QHopigHicTh [puitmacbiie uneno (L1) ve Sinwiue 15.0 n. 6 MK, o
[030BAHNX EP* 2.9.40 ' 2 3
OAUHHID | Fp*2.2.29, e

B B __| Meton BEPX

‘KOHAL
NoTh182226




Ceprudikar Ne:

03FP23003496 | Cropinka 232 |

7 Cynposii | n. 7 MK4,
AOMIILKH: Meton BEPX :
- IoMitika | He 6inpme 0.1 % | He6impiie 0.1 % | EP*2229 | He Businexo
- JomillIka 2 He 6inpie 0.2 % He lusie 0.2 % | He sesiBriero
- nomimka 3 He Giabiie 0.2 % | He Gbiie 0.2 % | Hwuxue MKB
| (MKB=0,015 %)
- poMiuika 4 He Ginbwe 0.1 % He 6insme 0.1 % | Hmxue MKB

| (MKB=0,009 %)
- Jomimika S He Ginwuie 0.2 % He Gune 0.2 % .| He Bm(Bn'eHQ i
-ommunuHa | He Gumswe 0.20 % | He 6iswe 0.20 % o e02% 0 b
HeBimOMa AoMiniKa N
- cyma yomiwok | He Glse 0.7 % [ He 6isbie 1.0 % i 0,02 %

8 XipaahHa . 8 MKS1, . o
YHCTOTA: He Ginnie 1.5 % Meroa BEPX - 0,43% .
S(-) 130Mmep Ep* 2,228 v

9 | Kiabkicne . 9 MKA,
BU3HAMEHHN! . Merox BEPX
KOHa TabsieTKa EP* 2,2.29
MICTHTh
TICROLETUPHIUHY
JMTIPOXJIOPH: TR

—~ M 4,75-5.25 ‘ 5,04 Mr
- % Bix 95.0 - 105.0 - 100,8 %
HOMIHAIBHOTO . .
3HAUYCHHS

10 | Mikpo6ioaoriuia m. 10 MKA,
YHCTOTA ) EP¥l.6.12, ; S
1, 3arasante He Ginpme 107 KYO/ir 2.6.13,5.1.4, - Biamosinae
410 gepolduux I"apmoniszoBa § e
mixpoopramizmis Hujf Meton .
(TAMC): : :
Jaraasie aneao | He 6imsme 102 KYO/r | Binmosinae
JIPIKIGKOBMX TA EE A
NCCHEBHX
rpubis (TYMC): _
2. BunpoGysauisi| Maoth GyTn sigcyris L r ' Bianopinae
HA OKpeMi BHAH : '
mikpoopranizmin:
Escherichia coli;
11 | Inenrudikauis 3abapprenns BJ1 KORTO-uepBoHOTO o | 0. 11 MKST , :
fapBHHKAa: OPAHKCBO-YEPBOHOTIO IIOBUHHO Binmosinae

- THTaBy JUOKCHA | LPOARHTHEH HETalo ) 1

¥ pel NOCHNAHNS BIAHOCATECS JO JI040I0 BuAaHHA (apmaxone] EP

[pisenme | Apyna JExori C,
Tlocana ocobu, Bignosizaasiol 3a Buuyck cepit | Cr, Mencuxep 35

ITinme ocobn, sinnosinajxbnol 3a BUNycK cepii

Jara nianucanns | 02.06.2023 . : T

Hepernao 20CHEHO GAACHUROM PeECMPAYIlinee0 ROCBIOUEH




JEPKJIKCIIYXBA
JEPYKABHA CJIYKBA 3 JIIKAPCbKUX 3ACOBIB TA KOHTPomo
3A HAPKOTHKAMM Y XAPKIBCBKIH OBJIACTI

By I'pomansuckka, 25, m. Xapkis, 61057, ten/gaxe: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, hitps://www.dls.gov.ua, Kox €JIPITOY 36985153

BHCHOBOK
Npo AKICTH BBE3eHOro B YKpaiHy JiKapcLKOro 3ac06y

3

27.09.2023 . ’ P 49024/23/2" e

HETPHJIEB HEQO

(nafiMenyraniig srixapeskoro 3acoBy 3rioNo 3 peceTpauifiium moesiayeHsIM)
TabsIeTKu, BRPHTI NIIBKOBOI0 060/10HKOW, 10 5 Mr no 10 Tabaerox y Guicrepi; mo-1 ﬁchepy e
B KAPTOHHIN Kopobui; mo 10 kaprosEKUX Kopohok y KapToHHIlH Kopobui

(opma BunY Ky, N03yRaRAA, BT NAKYBANUS NikapeLKore sacoby )

Howmep peectpauiitnoro nocsizaenns UA/15063/01/01 crpox nii peectpanifinioro nocsinaenns 01.01.2099

Cepin nikapchkoro 3acofy Ne E231135 KinskicTs BBE3@HOTO Nikapeskoro sacoby 10668 ym,
Bupobuuk I'erepo Jla6s Jlimiten, IRnis
(Haltmenynants sHpoBiIMKa Jlikapcukoro sacofy, kpaiHa nmoa;«cuns)
Baesena b Vipaiky TosapucTso 3 o6Mexenoo BIITOBLIANALHICTIO "Kouapx Irﬂe.muen
. imenr. won: 25182226

(viatmenypanna ta koa 3a CAPTIOY ropuauanot ocaby abo npiasHwe, iM'a, no farskosi q;uwmm
0cobu - mANpHeMs, T MicIIe apoXKBaRIg xﬁpcccrpaummm nomep obnikopal KAPTKH NAATHUKA
rm}umcm abo- U:plﬂ Td HOMEP nacnopTa)

[IpoTOKON BI3YRNLHOTO KOHTPONK Bia 21.08.2023 N= 708/0/01.21-23/1.
JlaBapatopHuit apanis aKoCTi Nikapeskoro sacoby suificHeHnH:

Jeprkasra HAYX0BO-/0CH i AHA TaGOPATOPIs 3 KOHTPOJIO AKOCTI JIKAPCHKHX 1ac06iB [LepmaBHm
ycTanoBu "[HCTHTYT rpOMAsIChKOro 3u0por's iM. O.M, Mapsecsa HAMH Yxpamn (M, KmB

Byn [Tonynperka 50)
(naliMeryBaHHA TA Micue3naxomKeHHs nabopatopii, Wwo nporena naoommprmﬁ auania axocn)

BHCHOBOK 100 SKOCTI MiKapeLkoro 3acoBy, sraanmi naGoparopiew sin 18.09.2023 Ne 2044
PesynetaTh n260paTopHOre aHANISY AKOCTI NikApebKOro 3acofly 3a nepesipeHuMy NOKAIHHKAMH anonmam'rb
BHMDIaM METOIIB KOHTPOMO AKACT] (AHANITHIHO-HOPMATHBHOT uoxvmeurauu) :

-
Ja  pesynbTaTaMH NEPIKABHOTO KOHTPONKO BCTAHOBNEHO, WO nikapehkud  3aciG  BRE3EHO B Ykpaidy 3

AOTPHMAHHS] YKOHOLABCTRA [0/0 3a6esnIeHenHs AkOCTi Tikapchiux 3acobis. .-

T epemeHKo o0c.

HHIPONKD (nianu (iniuiaau Ta npisapwe) °
1 3 T
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