CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Ipoayxr: LHetpuH, TabaeTky, NOKPEITHIE INEHOYHOM 000n04K0M, 10 Mr

Batch No / B2402300 Batch Quantity / : 955 KG/

Cepus Neo O6bemM cepun 955 KI'

Analytical Report No / 2002FP24001865 Date of Analysis/ 31-07-2024
AHanuTuyeckui otuer Ne Jlata aHanu3a

Date of Manufacture / 07/2024 Date of Expiry / 06/2027

JlaTta npon3BOACTBA T"onen o

Analysis performed according ND / Ananus nposenen no H: I1 N013283/01-130723

Ne Test / Iloxazareas Result / Peaynbrarsr Specification / Hopma

Uncontrolied Copy

1 | Description / Onucanue

coated

TabieT

Ha OfH

White colored, round, biconvex film-

one side. White core on cross section.
/ Kpytiible IBOSAKOBBITYKIIBIE

0001049K0# OesIoro UBETa, C PUCKO#H

paspese s0po 6¢Ioro UBCTa.

tablets with a break line on

KM, TIOKPBITHIE NIIIEHOYHOH

o#t ctopoxe. Ha nonepeynom

White or off-white colored, round, biconvex
film-coated tablets with a break line on one

side. White to off-white core on cross
section. / Kpyrnsle ABOAKOBBIMYKIIBIE
TabIeTKH, TIOKPBITEIC IIEHOYHOH

obonoukoil Oemoro wWiIKW TIOUTH Oeoro
LBeTa, ¢ PHCKOH Ha ofnHoil ctopoHe. Ha
TIOMEpeYHOM paspese A1po oT Oenoro 1o
routH OeJioro LBeTA.

Remarks : The Product confirms to ND/

IIpumeuanmne: [IpomaykT cooTBeIcTBYET TpeboBanmam HIT

Conclusion : APPROVED /
3akawuenne: OJOEPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3IA

Product : Cetrine film-coated tablets 10 mg

ITpogyxT: LeTpuH, TabneTKH, HOKPLITHIE MICHOYHOH 000109K0H, 10 Mr

Batch No / B2402300 Batch Quantity / : 955 KG/
Cepus Ne O6BeM cepun 955 KT"
Analytical Report No / 2002FP24001865 Date of Analysis / 31-07-2024
Amnanutudeckuit otyeT No Jlara aHanu3a

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
JlaTa npon3BoOACTRBa T'onex ao

Uncontrolled Copy

Analysis performed according ND / Ananus nposenen no HI: II N013283/G1-130723

2 | Identification. Cetirizine / Hogaununocrs. Herupusun

1. HPLC/B3XX

Complies as prescribed /

CoorBeTcTBYeT TpeOOBAHIAM

The retention time of the main peek in the
chromatogram of test solution should
comply with the retention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / BpeMs ynepxuBanus
OCHOBHOrO [MKAa Ha  XpPOMaTorpamme
MCIILITYEMOTO pacTBopa ZIOJIKHO
COOTBETCTBOBATL BpEMEHH YIEPXKHUBAHUSA
OCHOBHOTO [HKa Ha  XpOMaTorpaMMe
pacTeopa CTaHTapTHOI'O obpasua
LeTHPU3HHA CHOPOXJIOPUZA (pazmen
«KonudecTBeHHOE OTIPENENEHHEY).

2. UV spectrophotometry /
Y ®-crektpodoToMeTpUst

Complies as prescribed /

CootBeTcTBYeT TpebOBaHMIM

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of 2 mm. / VY®-cnekTpsl
[OTNIOMIEHHS HMCMBITYEMOr0 pacTBopa U
pacTeopa CTaHZapTHOTO obpa3ua
LETHPU3UHA THAPOXJIOpUIa B 00JacTH OF
200 mo 400 aM JOMKHET HMETh MaKCUMYMBI
norsyouiesus Tpy OZHOH W ToM ke AnuHe
BONHB! C JOMYCTAMBIM OTKJIOHEHWeM * 2
HM.

3 | Water / Boga

3.5%/3,5%

Not more than 8.0 % / He 6ouee 8,0 %

4 | Uniformity of dosage units /
OnHopoAHOCTDL
ROZUPOBAHUA

54/54

Acceptance value (AV) should be not more
than 15.0 / IlokaszaTent NpPHEMIIEMOCTH
(AV) nomxen 66ITh He 6onee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: ITponykT coorBeTcTBYET TpeboBanmaM HI

Conclusion : APPROVED /
Sakaruyenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
Ilpoayxr: LleTpuy, TabaeTiy, NOKPAITLIC ICHOYHOM 060104K0#, 10 Mr

Batch No/ B2402300 Batch Quantity / 1 955KG/
Cepus Ne O6beM cepun 955 KI
Analytical Report No / 2002FFP24001865 Date of Analysis/ 31-07-2024
AHanuTHyecknii oTyeT Ne Jlata aHanu3sa

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
JlaTa npou3BoACTBA Tonel Ao

Analysis performed according ND / Ananus nposeger o HJ: TI N013283/01-130723

Uncontrolled Copy

5 | Dissolution / PacTBopenne Unit-1/ Ta6n.-1 100% Not less than 80% (Q) of the labeled amount
Iy i s of C2|H25C1N203'2HC1 (CCtiriZinC
Ui e 102 dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 101% 80 % (Q) OoT HOMMHaNBHOIO COJEp KaHMA
Onicd ) Tabn A 0% C;,H,5CIN,0;-2HCI (uetuprzuHa
Juruapoxnopua) depes 30 MuH.
Unit-5 / Tabn.-5 101%
Unit-6 / Tabn.-6 98%
6 |Related Impurities by HPLC/
PoacTBennbie MpUMecH
Impurity A / IIpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %

5 0.005%) / Hixe npenena r =
Impurity B / [Tpumecs B obrapykerus (IO = 0,005%) Not more than 0.2 % / He 6onee 0,2 %

7 - 0 0,
Impurity C / Tlpumecs C Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6ouee 0,2 %
Impurity D / Ilpumecs D Huxe npenena KonMYECTBEHHOTO Not more than 0.2 % / He 6onee 0,2 %

= 0,
Impurity E / llpumecs E ompeneneins (IIKO.=0,010%) Not more than 0.2 % / He 6onee 0,2 %

- Not detected / One
Impurity F / TIpumecs F O e PSS Not more than 0.2 % / He 6onee 0,2 %

—— - - Not detected / ne o6HapyskeHa
Any individual unidentified Not more than 0.2 % / He 6oxee 0,2 %
impurity / Jlrobas egnHuTHAs Less than LOQ (LOQ = 0.023%) /

HeI/II[eHTH(bHL[HpOBaHHaH Huxe npe}leﬂa KOMUIECTBEHHOIO
MpHMEChH onpenenenus ([TKO = 0,023%)
Less than Limit of Detection (LOD =
0.015%) / Hixe mpenemna
obuapyxenus (IO = 0,015%)
0.07%/0,07%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
CyMMa rpuMeceit
7 | Assay / KonudecTBennae 10.07 mg / 10,07 mr Not less than 9.0 mg and not more than 11.0

onpexeaeHne

100.7% / 100,7%

mg C,H;5CIN,05-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mMr o 11,0 Mr
C,,H,5CIN,05-2HCI (ueTHpH3uHa
auraapoxiopun) B Tabnerke (ot 90 % mo
110 % OT HOMMHZILHOTO COAEPAAHUA).

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykr coorBercTBYeT TpebosanusM HII

Conclusion : APPROVED /
3axiarouenne; OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 3 of 6

Printed Date & Time (IST):

31-07-2024 23:20:32




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJTU3A

Product : Cetrine film-coated tablets 10 mg
Iponyxt: IleTpyH, TabNeTKH, MOKPAIThIE MIEHOUYHON 060104K0H, 10 MP

Batch No / B2402300 Batch Quantity / : 955 KG/
Cepus Ne O6seM cepui 955 KT'
Analytical Report No / 2002FP24001865 Date of Analysis / 31-07-2024
AHanuTHuecKui otdyeT Ne Hara aHanusa

Date of Manufacture / 07/2024 Datc of Expiry / 06/2027
JlaTa IpOM3BOACTRA Tonex 10 )

Analysis performed according ND / Ananus nposenex no HJ[: ITTN013283/01-130723

8

Subdivision of tablets /
OxHoOpoIHOCTHL Mace NPH
JeIeHUN TabJIeToOK

Complies as prescribed /
CootBeTCcTBYET TpeOOBaHUAM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTkd COOTBETCTBYIOT TpeboBaHmAM,
ecnmy He OGonee | emuHMYHas Macca
OTKJIOHAeTCA 3a mpeaens: 85 % - 115 % ot
cpensei maccel.  TabmeTku He
COOTBETCTBYIT TpeGOBaHHAM, €cii 0oee
gyeM | MHAMBMAyanbHAsS Macca OTKIOHAETCH
OT 5THX [pedcnoB  unM, ecmu 1
WHAMBMOyalbHas Macca OTKIOHSETCA 34
npexnenst 75 % - 125 % ot cpenneit Macchl.

Microbiological purity* / MukpoGHonorndeckas 4ucrora*

a) Total Aerobic Microbial
Count / Obmee urcno
a3pOOHBIX MUKPOOPIraHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Total Combined Yeast and
moulds count / Obiree guco
IPOXKEBBIX M MIICCHEBBIX
rpu6oB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

¢) Escherichia Coli

Absentinl g/
OrcyrctByerB I T

Shell be absentin 1 g/
OtcyTcTBHE B I T

Remarks : The Product confirms to ND/
Hpnmeuanue: IIpoaykT cooTBeTcTBYeT TpeboranmsmM HI

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A

| Product : Cetrine film-coated tablets 10 mg

{Iponykr: I1eTpuH, TabneTKN. HOKPLITHIE NIEHOYHOM 060104KoiH, 10 MI

Batch No/ B2402300 Batch Quantity / : 955KG/
Cepusa Ne O6beM cepuu 955 KI'
Analytical Report No / 2002FP24001865 Date of Analysis / 31-07-2024
AHanuTHyeckni oTyet No Jlata aHanunza

Date of Manufacture / 07/2024 Date of Expiry / 06/2027
JlaTta npou3BoACTBa T'onen no

Analysis performed according ND / Ananuz nposegner o HJI: [IN013283/01-130723

10

Packaging / Ynakoeka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 TabseTOK B
IIBX/TIBIX//anoMiHIEBOM
6mucrepe. ITo 3 GmucTepa BMecTe C
MHCTPYKIIHEH  TO  TPHMEHEHHIO
YTIaKOBaHBI B [IAYKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabmetox &
NIBX/TIBAX//amomunuesom 6muctepe. Ilo
2 unu 3 GnucTepa BMeCTe ¢ HHCTpyKUMeH o
NpPUMEHEHUIO  YNAKOBAaHBl B [IA4KY
KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cootreercTnu ¢ HJJ

12 | Storage conditions / At temperature below 25 °C. / [Ipn Temnepatype He Bbiwe 25 °C.
XpaHenue i

13 | Shelf life / Cpok roarocTH 3 years /3 rona

Uncontrolled Copy

*Test is performed periodically with the interval of | from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / [Ipoeodumcsa npouseooumenem npu GolAycKke NePUOOUNEcKU. 0N
Kkaxncooti 20-0i cepuu unu He meree 1 pasa é 200. Iloxazamens mocem Ovims re gxmoven 6 Cepmuduxam

AHARU3a PUpMbL.

Remarks : The Product confirms to ND/
Ipumevaune: [Ipoaykr cooTBeTcTBYET TpeboBaHusiM HJI

Conclusion : APPROVED /
3axmovenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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