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HETERO LABS LIMITED

UNIT-II (B.©,U)

Factory: 22-110, IDA, Jeedimetlg;

Hyderabad - 500 055, Telangana, INDIA.
Phone : +91 40 23096171/72/73/ 74

CETRILEY NEO Certificate No.: Page 1 of 7
UETPHIEB HEO Ceprudicar No: | 03FP23006024 Crropinica | 33
BATCH CERTIFICATE
CEPTUOIKAT HA CEPIIO ;
Product name: | CETRILEV NEO Manufactaring country: | India
: Haszea nponyicuii: | HETPHIIER HEO . Kpaina-gupotunx: | Iugia
Pharmaceutical form: | film-coated tablets Jlinensis Ne: | 22/RR/AP/20
Jlikapcoka popma: | Tabrerku, BKDUTI IUTIBKOBOX0 0G0N0HK0T0 __License No.: | 01/F/R

Strength/potency: | 1 tablet contains Levocetirizine dihydrochloride 5 mg
Cuna pif/akrasnicrs: | 1 Tabmerica MICTHTS JICBOLUETHPHANIY BRUTIAPOXNOpARY 5 Mr
Type and size of | 10 tablets in a blister; 1 blister in a cardboard box; 10 cardboard boxes in a
- packaging: | cardboard box with Ukrainian and English languages labelling
By i posmip | mo 10 Ta6rerox y Gaicrepi; o 1 6aicrepy B KapToHnii xopobui; mo 10
YUAKOBKM: | KAPTOHHHX KOPOOOK y Kaprouuiii KOpOOIi 3 MAPKYBAHHAM YKPATHCBKOI0
T3 AaHTJIACLKOI0 MoBaM¥L Lt 0

Batch No.: Batch size: a | boxes
_Cép;ist Ne: B231017 ; P«oxwfip.fceixii‘;:z , 16 000 ' xmpoﬁoxcf
Date of manufacture: |- Expiry Date: | 000
Jara pipoGhmrsa; - OpaaaTamii o: |
o egistradon Certiffeate: |\ 0 o0, Unlimited from: | ) | ) 0,
Peeerpamiiine mocsinucins: Heobmenxene 3¢

Manufacturer: | Hetero Labs Limited, India, Unit III, Formulation Plot No 22 - 110 IDA,

' Jeedimetla, Hyderabad, 500 055 Telangana, India :
BupoGuux: I'erepo-JIa63 Jlimirex, Inpis, ¥Owir ITT, ®opmyaeiiman Mot Ne 22 - 110 1A,
Moirpiverana, Xaiijrepagai; 500 055 Tenartaia, It B :
py-onelusion on confirmation of GMP Certificate No.: 449/2023/C-885 | 9ated: |40 00 2023
DUCHOBOK 1IO0 MATBepIEHis cepTitipicaty HBII No: A _oBim: | _ »
. Amnalysis procedure results /

PesyabraTn HPOBEACHHT auanisy

|~ PERMITTED LI

R ~

1 | Deseription | White film coated, round, biconvex tablets, p. 1, MQC,
scored, debossed with «H» on one side and Visually - Complies
, «161» on other side. _ v
Onuc ' | Tabnerxn, BEPHTI INBKOBOIO obomonxoro, Gitoro| m. 1, MK,

KOIEOPY, Kpyri1of hopMH, ABOONYKII, 3 PHCKOIO, :;” Bisyaneno
HamcoM «H» 3 oxHOro Boky Ta «161» —3 '
iHIIOrO.

Binnosinae

www.hetero.com




HETERO LABS LIMITED
UNIT-1il (E.O.U)

. Factory : 22-110, IDA, Jeedimetla,
H TE : Hyderabad - 500 055. Telangana, INDIA.

Phone : +9140 23096171/ 72 /73 / 74

CETRILEV NEO : Cerﬁf'cate No.:| - ; : o . Page 2 of 7
[ BETPUIIEB HEQ - Ceprudixar No ;031?1‘)2,30«0,;6024 V Cropinka 237

Sr. QUALITY PERMITTED LIMITS/AOHYCTMMI METHODS OI’" = ‘ ‘[

No/| PARAMETER / MEfiIth* Torsheiriiie]] CONTROL/ | RESULTS/
No | IIOKA3HHK At release /- € end of shielC life /. METOIA | PE3YJILTATH

3/n SAKOCTI ' 'ﬂpn mmyclcy ot Ha 38”"%}{"“ i KOHTPOJI}O |
' “TePMInY NPHAATIOCT

2 | Identification The retention time of p.2 MQC
- by HPLC method | the major peak in the HPLC Method
-chromatogram of the | : EP*2.2.29
- sample solution
-| corresponds to that in
the chromatogram of
| the standard solution,
as obtained in the
: v KASSaY». : !
| Inenrudixayin Yac yTpyMypanHs ) | m 2 MK4,
—Merox BEPX OCHOBHOT'O ITiKa Ha | Merox BEPX
XpomaTtorpami EP*2.2.29
Brmpoﬁoaysaﬁom jolokiitizy’y ‘
BIMIOBinaE Yacy
YIPUMYBAHHS OCHOBHOIO
TIiKa Ha XpoMaTorpami
CTAHRAPTHOTO PO3YHHY Y
BHIIPOGyBanHi «KimbKicke
BH3HAYEHHD) \ N "
— chlorides Curdled white : EP*23.1
precipitate forms with :
silver nitrate solution;
the precipitate dissolves’
| easily in ammonia with ~‘
the possible exception of
a few large particles,
e which dissolve slowly
— XJIOPHIH CuprvicTrif 6lmit oca
YIBOPIOETECS 3 PO3IHHOM
HITpaTy cpibia; ocax
LUBHIKO PO3HUMHAECTRCS B
PO34HHI amiaKy,
JIOITYCKAETRCS. HASIBHICTE
- HEKUTEKOX KPYITHIX
HaCTOK, K1 POIYMHSIOTHCA
TIOBLIGHO
— chiral purity The retention time of the
major peak in the
chrematograi of the

Complies

Binmosinae

Complies

'Bilmosinae

HPLC Method
| EP* 2.2.29 i Complies
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HETERO LABS LIMITED

UNIT-IHl (E.0.U)

Factory: 22-110, IDA, Jeedimetla,

Hyderabad - 500 055, Telangana;, INDIA,
Phone : +91 40 23096171/ 72 /73 ] 74

CETRILEV NEO Certificate No.: ) Page3 of 7|
LETPAJEB HEO o __Ceprudixar Ne: O3FP23006024 | Coropima 357
Sr. QUALITY PERMITT‘ED Lmﬂ};;g/ﬂOHYCTMMI METHODS“'QF "
No/| PARAMETER / ; At the enduof shélf e/ CONTROL / : g "RESULTS/
Ne ITOKA3HMK At release / Ha saxisuents METOH@ | "PE3YJIbTATH
3/ AKOCTI . Ipu eunyciy senrirviiarcaan | KOHTPOMWO | - »
, oy TEPMIMY IpHAatHocTi | 70 T
sample solution ‘
corresponds to that in
the chromatogram of the
standard solution, as
obtained in the «Chiral
, PUTityn v , -
~ XipayipHa Yac yrpumMyBatHs |- Merox BEPX |
YHCTOTA OCHOBHOTO I1iKka Ha EP*2.2.29
’ Xpomarorpami :
BHITPOGOBYRAHOTO posufiy
BIATOBIZAE Yacy Biimosinae
YIPHMYBAHHS OCHOBHOID
TiKa Ha XpomaTorpami
CraHIapTHOrO PO3YUHY Y
BHIPOGYBaHHI :
: . . «XIpaisid yucToTay
3 | Average.weight | 103.53 mg+50% - ‘p. 3MQC,
| (98.35 mg—108.71 EP*29.5 103.06 mg
M) , 1
Cepemna maca 103.53 Mr5.0 % ; L 3 MK,
| 1 9835mr—108.71 mry | - ___IEP*2905 103;06 r
4 | Water content Not more than 6.5 % Not more than 7.0 % ~ | p. 4 MQC,
(m/tm) (m/m) -~ | EP*2.5.12 4.9 % (m/m)
| , ) 1 method A .
| Bmict Boau He Ginbmre 6.5 % (M/m) | He Ginpime 7.0 % (M/M) | m. 4 MK,
apy EP*2.5.12 4,9 % (m/nm)
: | MeTon A
5 | Dissolution Not less than 75 % (Q) of the nominal amount of p.SMQC, | Tablet-1: 99 %
‘levocetirizine dihydrochloride EP*2.9.3 | Tablet-2: 98%
(Ca1HasCIN;03-2HCI) is dissolved in 20 min | EP¥2.2:29, - Tablet-3: 98 %
' 4 HPLC Method - | Tablet-4: 85 %

Corporate
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T: +91 40 23704923 / 25

Tablet-5: 96 %
Tablet-6: 78 %
Average of 6 units;
92 %

Tablet-7: 94 %
Tablet-8: 93 %
Tablet-9: 94 %

\ Tablert~10’: 79 %
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HETERO LABS LIMITED

UNIT-HII (E.0.U)

Factory : 22-110, IDA, Jeedimetla,

Hyderabad - 500 055, Telangana, INDIA.
Phone : +91 40 23096171/ 72 /73 / 74

Corporate

7-2°A2, Industrial Estates; Sanath Nagam¥g

T: +91 40 23704923 / 25

CETRILEV NEO Certificate No.: ] - Pagedof7
UETPUIIEB HEO Ceprihicar No: 1SKE23006024 Cropiuka 437
Sr. QUALITY PERMVITTED L;TZIE;II‘CS]/J,IOHYCTMMl - |METHODS OF ;
No/| PARAMETER/ |- s : ~ At theend of shelflifé/ ‘CONTROL/ | -RESULTS/
Ne IIOKA3ZHHUK “- At release / N sasciisengi . METOIH. | PE3YJILTATH
3/m SIKOCTI HNpu sunycky P st KOHTPOJMIO)|
; : Sl SFepMuty aphpaTHocTi | o A ~
- : o | Tablet-11: 80 %
Tablet-12: 92 %
Average of 12
units (S1+S2): 91 %
Posunnenns He memme 75 % (Q) Bix Homizansioro B™MicTy | 1. 5 MKS, Tabnerka-1: 99 %
o TCBOLETUPHSHHEY JUI'iAPOXIOPUITY EP*29.3 . | Tabnerxa-2: 98 %
(C21HasCIN2O3-2HCI) posumnserses 3a 20 xs EP*2.2.29, Tabnerxa-3: 98 %
‘Merog BEPX | T abneTka-4: 85 %
. Tabnerxa-5: 96 %
Tabnerxa-6: 78 %
Cepenue suawenns |
3 6 onuHuue: 92 %
Tabnerxa-7: 94 %
‘Tabnetxa-8; 93 %
- Tabmerxa-9: 94 %
| TabmeTxa-10: 79 %
| Tabnerxa-11: 80 %
| Ta6nerka-12: 92 % |
| Cepenne 3uauens
312 OJIUHHLp
e | (8T¥82): 91 %
6 | Uniformity of | Acceptance value (L1) p. 6 MQC,
dosage units not more 15.0 -I"EP*2,9.40 47
EP*2.2.29, '
i HPLC Method
OnHopignicTs TIpuitmMansre uncro | m 6 MK,
ZO30BAHMX (L1) He 6inpure 15.0 EP* 2.9.40 4.7
SNHHMIE - EP*2.2.29, ]
' | Merox BEPX
7 | Related substances: | ‘ 1 p. 7MQC, _ .
- impurity 1 Not more 0.1 % Not more 0.1 % | HPL.C Method Not detected
- impurity 2 Not more 0.2 % Not more 0.2 % EP*2.2.20 ~ Not detected
- Impurity 3 Not more 0.2 % Not mere 0.2 % Not detected
- impurity 4 Not more 0.1 % -Not more 0.1 % "Below LOQ -~ -
. | (LOQ=0.009 %)
= impurity 5 Not more 0.2 % Not more 0.2 % Not detected
- single unknown | Not more 0.20 9 Not more 0.20 % 0.02 %
impurity : ;
- total impurities Not 1




HETERO LABS LIMITED

UNIT-1H (E.O.U)

Factory: 22-110, IDA, Jeedimetls, .
Hyderabad - 500 055. Telangana;, INDIA.
Phone: +91 40 23096171/ 72/ 73./ 74

CETRILEV NEO Certificate No.: : - "Page 5017
LETPHJIEB HEO Ceprudikar Ne: 03FP23006024 | (o rinca 537
Sr. QUALITY PERMITTED Lll\ll\i’lé;cSI/ﬂOHYCTMMl’ . METHODS OF
No/1 PARAMETER / et CONTROL Y/ | RESULTS/
Ne| TIOKA3HHUK At release / Attheend of shelflife/} ooy | pESVABLTATH
n| AKOCTY ~ Npu Bunycky Ha SRR KOHTPOJIIO '
. ¥ ; repMiny npIarocti R
Cynposigni . 7 MK,
AomitKu: i Merog BEPX'
- pomituka 1 1| He 6insiie 0.1 % He 6insme 0.1 % EP*2.2.29 He BusiBneno
- noMituka 2 He 6umsie 0.2 % He 6inpwe 0.2 % He Busasneso
- IoMinika 3 He 6insure 0.2 % He Ginsie 0.2 % He sussneno
- pominika 4 He 6inswe 0.1 % He 6inesie 0.1 % . <MKB %
~ , (MKB=0,009 %)
- oMiluka § He 6inewe 0.2 % He 6insime 0.2 % He Bussneno
- onuHuYHA Hesinomal He 6inbiie 0.20 % He 6insiue 0.20 % 0,02 %
~ moMiluKa
- CyMa JOMIIIOK He 6insrie 0.7 % He 6inbme 1.0 % 0,04 %
8 | Chiral purity: p. 8 MQC,
' S(-) isomer Not more 1.5 % HPLC Method 0.5%
EP*2.2.29
XipaXblia yicrora: | n. 8 MKJI,
S(-) izomep He 6inbie 1.5 % “Meron BEPX 0,5 %
' EP*2.2.29
9 | Assay: - p. 9 MQC,
~each tablet contains “HPLC Method
levocetirizine EP*2.2.29
dihydrochloride: ’
-mg 1475525 4.95 mg
- % labeled amount . | 95.0 - 105.0 , 99.0 %
Kinskicue o 9oMKS, “
BU3HAYEHHA! Meron BEPX
KOXKHa Tabneria EP*2.2.29
MIiCTHTE -
" IEBOUETHPHU3IHY
JHTIIPOXTOPH:
- MP | 4,715<5,25 495 mr
- % Bift HOMIHANBHOTO | 95 0 — 105,0 99,0 %
3HAYEHHA
10 | Microbiological
purity -
1. Total aerobic | Not more 10* CFU/g y Complies
microbial count 7| Harmonized -
(TAMC): method
Total yeasts and Not more than 10* CFU/g ' : Complies
moulds count

Corporate

7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad-500 018, Telangana, Ind}

T: +91 40 23704923 / 25

www.hetero.com




HETERO LABS LIMITED

UNIT-I11 (E.O.U)

Factory : 22-110, IDA, Jeedimetla,
Hyderabad - 500 055, Telangana, INDIA.
Phone : +91 40 23096171/ 72 /73 [ 74

CETRILEV NEO Certificate No.: | = - Page6of7
_ DETPUJIEB HEO . Ceprudicay No: 0oF ?23?06024 | Cropinka 637
Sr. | QUALITY PERMITTED Lll\l}ld];T);(SI/ JONYCTUMI METHODS OH |
No/| PARAMETER/ " TAtthe end of shelfhfe /’ “CONTROL/ | RESULTS/
Ne | - ITOKA3HHK At release / Ha saxivaesiis” | - METOIM - |.. PESYJILTATH
3/n SIKOCTI . pwu Bunycky Lot KOHTPOJIRO |
T ) e e TepMIMY DpHARTHOCT | T :
(TYMC): ' .
2. Tests for specified
micreorganisms:
Escherichia coli: | Should be dbsent pei 1 g ‘Coniplies
Mikpotionorituna 1 m 10 MK,
UHCTOTA ’ | EP* 2.6.12,
1. 3aransHe YHCAO :2.6.13,5.1.4,
aepobuux TapMonizora )
mikpoopragizmis Heé 6uibiie 10° KYO/r HU# MeTOx Binmnosigae
(TAMCQC):
3araxkHe YACIO
JPLKIOKOBHX T2 He 6impme 102 KYO/r Binnoinae
wiriceHeBUX rpudin
(TYMC):
2. BunpoOyBanHs
HA oxpemi BUIH
_mikpoopranismiB: | ,
Escherichia coli: | Maiots 6yru sifcyrmi B I r ' Binmoninae
11 | Identificationof | A yellow red colour to Jp. 11 MQC
colorant: ’ orange red colour : Complies
- titanium dioxide develops imimediately
Inerrndikauis 3abapsienus Bif | m 11 MKA
BapBHuKa: YOBTO-YEPBOHOTO IO \
- THTARY FIOKCHL. | OpaEXeBO-YEpPBOHOIO Binmosinae
: TIOBHHHO TIPOSIBHTHCE
e : HEranHo . - ,
* _ all references belong to the current edition of the EP Pharmacopoeia / - BCi OCHNaHES BiHOCATECS [i0 ATI0H0ro
Blijtanns papmaxoriei EP v _ v ;
' Labelling: | Should correspond to the registered labelling. ‘Complies
Wapicysavs: | TIopuBHO BIIOBI AT 3apeEcTPOBANONY MAPKYBANHIO: Bimmosinae
Packaging: | Should correspond to the requirements of MQC. Complies
Tlarysanms: | TosunrO Bijinosigatn Bumorav MK, Bianosinac

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory Authority and with the specification available in registration dossier.
Protocols of batch processing, packaging

GMP. 1 hereby confirm that al Dok

and analysis records were reviewed and found to be in compliance with
=imagtages for this batch of finished product were carried out in full
urrent GMP guidelines approved by the Ministry of Health of

G

compliance with the requiremepfsyy

Corporate

T: +91 40 23704923 / 25




HETERO LABS LIMITED
UNIT-HI (E.O.U)

Factory : 22-110, DA, Jeedimetla,
Hyderabad - 500 055. Telangana, INDIA.
Phone : +91 40 23096171/ 72/ 73/ 74

CETRILEV NEO Cortificate Not | - | Page 7 of 7
TETPAJIEB HEQ B | Copruiar Moz | OFP23006024 | cropinia 737

Llum 2 saceiduyro, ujo nasedena sue ingopmania € ()ocmoezpnoio nma-mounoo. Lo cepiro npobymu oyno
GUPOONEIO (6KLIOUAIONH HAKYEAHHA/MAPKYBAHHSA) MA BRPOGEOCHO KOHMPON, i AKOCHLE Ha GUU4e3A3HAUeNItl dlnbruyi
y noeniii gidnosionocmi 3 sumozam GMP, 6CHAROGREHUMU MICKECUM PEZYIAMOPRUM OPZAHOM, A MAKONHC
6i0nosiono 00 cneyugbixayii, wo micmumscs ¢ peccmpayivinomy oocwve. pomoxonu eupoﬁnuumea, HAKYSAHHA A
ananizie byno Repe2NANYHIO MAL GCILAHOGNENO gionogionicme GMP. Ilum niomeepocyro, wio eci supobruvi cmadii
Ona yiei cepii 20m060f npodyxyii Gyau 30iicneni ¢ nogHil 6i0noeionocmi 3 6UMO2aMU, IASHAYEHUMU & wunHil
nacmanosi 3 GMP, sumpepdaceniti Mircmepcuieos gxopori: s0opoe’s Yipaini

Name and position of person responsible for the analysis and ‘| Nilesh. K, AGM-Quality Assurance
responsible for batch release:
Ipizeuie Ta nocaga ocoby, o BifnoBixae 3a aHani3 Ta Hinem. K, II'K-3a6esnesesHs arocTi

pianosinac 3a sENyei epii: .

Signature of person responsible for analysis and responsible
for batch release: |
Tlianue ocoGu, o BigmoBixaE 3a aHANI3 TA Bignmosinac 3a
By cepii;

7 N R \Y?) e
Date of signature: \\\\C > y
) ‘ {“l’A‘;A\‘}\

Jiara mignucanua:

Corporate
7-2-A2, Industrial Estates, Sanath Nagar, Hyderabad -500 018. Telangana; India :
T: +91 40 23704923 / 25 . wWww.hetero.com
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