CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

Iponykr: IleTpuH, TabAETKH, MOKPEITHIE MIIEHOYHON 060104K0#, 10 MT

Batch No / : B2402972 Batch Quantity / 1 955KG/

Cepust Ne O6BeM cepuu 955 KI"

Analytical Report No / : 2002FP24002259 Date of Analysis / 17-09-2024
AHanutuyeckuii otyeT Ne Jata ananuza

Date of Manufacture / : 08/2024 Date of Expiry / 07/2027

Hara npousponctea ToneHn o

Analysis performed according ND / Aunanus nposeaen 1o HJI: IT1 N013283/01-130723

Ne Test / IToka3zaTens Result / PesyanTaThl Specification / Hopma

Uncontrolled Copy

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrnbie ABOSKOBBIYKIIbIE
TabNeTKH, MOKPHITHIE IIICHOTHOH
060:104K0ii 6€10T0 LBETA, C PUCKOH
Ha oqHoH ctopoHe. Ha nmonepeunom
paspese s1po 6eJoro 1BeTa.

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 ABOAKOBBLINYKIbIE
TabIeTKH, MTOKPBITHIE IJIEHOYHOH

obosloukoii Oemoro uIM moutH Oesoro
1BeTa, ¢ PUCKOM Ha oaHOW cropone. Ha
nonepedyHoM paspese gIpo oT Oenoro no
mouTH Oesioro 1BeTa.

Remarks : The Product confirms to ND/

IlpumMewanne: TlpoayxT cooTBETCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akuawuenne: O JOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....

Page 1 of 6

Printed Date & Time (IST):

18-09-2024 17:33:57




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

TIponyxkr: lleTpuH, TabIETKH, MOKPHITEIE MIEHOYHOH 060104uK0, 10 Mr

Batch No / : B2402972 Batch Quantity / : 955 KG/
Cepus Ne O06neM cepun 955 KT"
Analytical Report No / : 2002FP24002259 Date of Analysis / : 17-09-2024
Ananutuuecku oTyer No Hara ananuza

Date of Manufacture / : 08/2024 Date of Expiry / . 07/2027
Jarta nponseoacTea Tonex o

Analysis performed according ND / Ananus nposenen no HJI: IT N013283/01-130723

2 | Identification. Cetirizine / IlognuHHOCTB. [leTUpH3NH

1. HPLC/B3XX Complies as prescribed / The retention time of the main peak in the
CooTBeTcTBYET TpebOBaHMAM 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 ynep:kuBaHHS
OCHOBHOTO [HKa Ha  XpOMAaTOrpamme
HCMBITYEMOro pactBopa JOJIKHO
COOTBETCTBOBATE BPEMEHH YICPXKHBAHUA
OCHOBHOTO [MHMK4 Ha  XpOMaTorpamme

pacTeopa CTaHJapTHOTO ob6pasua
LOTLPIIDIIIA rUAPOXTOPIAR (pasmen
«KomuyecTBeHHOE OTIpEAETEHHER).
2. UV spectrophotometry / Complies as prescribed / The UV-spectrum of the test solution and
Y®-cnekrpodoTomeTpus CootBercTByeT TpeOOBaHUAM 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 nm. / VY®-cuexTpsl
MOTJIOMIEHUsT HCIIBITYEMOrO pacTBOpa H
pacTBopa CTaHAAPTHOTO obpasna
ueTMpM3MHa ruapoxjopuga B obiaacTv or
200 mo 400 M XOMKHEI UMETH MAKCHUMYMBI
[OTJIONIEHHST MPX OJHOM M TOH XK€ IUIMHE
BOJIHBI C HNOMYCTUMBIM OTKIOHEHHEM = 2

HM.
Water / Boaa 3.7% wiw / 3,7% Not more than 8.0 % / He 6onee 8,0 %
4 | Uniformity of dosage units / 4.6/4,6 Acceptance value (AV) should be not more
OagHopoaHOCTH than 15.0 / Tlokasareis 1PUEMIEMOCIH
J103HPOBAHUSA (AV) momken GeiTh He boxee 15,0.

Remarks : The Product confirms to ND/
IMpumeuanwne: [TpoayxT cooTBeTCTBYET TpeboBanusam HII

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIHU3A

Product : Cetrine film-coated tablets 10 mg
[Iponykt: LeTpuH, TaOIETKH, MOKPHITHIE IIIEHOYHOM 060104K0#, 10 Mr

Batch No / 1 B2402972 Batch Quantity / : 955KG/
Cepust Ne 0O6neM cepun 955 KI"
Analytical Report No / : 2002FP24002259 Date of Analysis/ 17-09-2024
Ananurndeckud oruer Ne JlaTa ananusa

Date of Manufacture / : 08/2024 Date of Expiry / 07/2027
Jara nmpon3BoacTea Tonen 1o

Analysis performed according ND / Ananus nposeser mo HJT IT N013283/01-130723

5 | Dissolution / PacTBopenue Unit-1/ Tabn.-1 95% Not less than 80% (Q) of the labeled amount
om - ~ of  C;H,sCIN,O;-2HCI (cetirizine
Lnisy iatge 103% | gihydrochloride) after 30 min. / He menee
Unit-3 / Ta6a.-3 102% 80 % (Q) oT HOMHHAIBHOTO COJEPKAHUI
- C,H55CIN,O5-2HCI (uernpnsuna
- - 0,
Sl L 102% muruapoxiopun) depes 30 Mun.
Unit-5 / Tabn.-5 101%
Unit-6 / Tabn.-6 102%
6 |Related Impurities by HPLC/
PoacTBeHHbBIE IpUMecH
Impurity A / IIpumecs A Not detected / He o6Hapy>xeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity B / IIpumecs B Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6onee 0,2 %

- Hioxe npenena KOIHMHECTBEHHOTO = —
Impurity C / Ilpumecs C onpexenenns (TIKO = 0,010%) Not more than 0.2 % / He Gonee 0,2 %
Impurity D / Tlpumecs D Less than LOQ (LOQ = 0.017%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity E / ITpumecs E Huxe mpenena KOIM4eCTBEHHOTrO Not more than 0.2 % / He 6onee 0,2 %

ITIKO =0,017%

Impurity F / IIpumecs F OMpEZESHH ( ’ 0) Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified |Less than LOQ (LOQ = 0.003%) / Not more than 0.2 % / He 6onee 0,2 %
impurity / Jio6as enuHu4Has Huxe npenena KOTHYECTBEHHOTO
HEUIeHTH(hNLMPOBAHHAS onpenenenus (IIKO = 0,003%)
pUMech

0.05% /0,05%

Less than Limit of Detection (LOD =

0.015%) / Huxe npeaena

obnapyxenus (I1O = 0,015%)

0.07%/0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumeceit

7 | Assay / KosiuuecTBeHHOE 9.97 mg /9,97 Mr Not less than 9.0 mg and not more than 11.0

onpeaejeHne

99.7% 7 99,7%

mg C,H,5CIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label ¢laim)./ Ot 9,0 mr oo 11,0 mr
C,H,5CIN,0O5-2HC1 (ueTnpn3nHa
jqarnapoxiopua) B tabnerke (ot 90 % go
110 % OT HOMMHAIBHOTO CONCPIKAHYIS).

Remarks : The Product confirms to ND/
IMpumeuanue: IIpoaykT cooTseTcTBYyeT TpeGoBanusam HJ[

Conclusion : APPROVED /
3axarouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
IIpoxyxr: LeTpuH, TabaeTKH, OKPHITHIE ICHOYHOH 060m04Ko#, 10 Mr

Batch No / : B2402972 Batch Quantity / 1 955 KG/
Cepus Ne O6bem cepun 955 KI'
Analytical Report No / : 2002FP24002259 Date of Analysis / : 17-09-2024

Ananutryeckuii otyer No

Jlara anHanusa

Date of Manufacture /
Jlara npousBoacTea

: 08/2024 Date of Expiry / : o 07/2027

Tonen o

Analysis performed according ND / Ananus nposeaen o H: IT N013283/01-130723

8

Subdivision of tablets /
OaHOpOAHOCTH Macc MpHU
JejieHnH TabJeTox

Complies as prescribed /
CootBeTcTBYET TPpeOOBaHUIM

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. /
TaGneTkn COOTBETCTBYIOT TpeBOBaHUIM,
ecru He Oomee 1 egMHMYHAsS Macca
oTKJIOHsieTCs 3a npenenst 85 % - 115 % ot
cpenHei MAaccChl. TabneTxu HE
COOTBETCTBYIOT TpeOoBaHMsIM, eciu Oolee
yeM | HHAMBHIyaIbHAS Macca OTKIOHAETCA
OT OTHX TIpejenoB  umu, ecau 1
HHOVBHAYyabHAs Macca OTKIOHACTCH 3a
npenensl 75 % - 125 % ot cpenneit macchl.

Microbiological purity* / MukpoOnosoruyeckas 4ncrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / OGuee yncio He 6onee 1000 KOE/r
a3p0OHBIX MHKPOOPraHH3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / Obuiee uncno He 6onee 100 KOE/r
JIPOXKEBBIX U TIECHEBBIX

rpubos

¢) Escherichia Coli Not Applicable Shell be absent in 1 g/

OtcytcTBUE B 1 T

Remarks : The Product confirms to ND/
TIpumeuanune: [IponykT coorBeTcTBYET TpeboBanusM H/I

Conclusion : APPROVED /
3axkawuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[Iponykt: leTpuH, TabaETKH, MOKPEITHIE MIEHOYHOH 060n04Kkoi, 10 Mr

Batch No / : B2402972 Batch Quantity / 1 955 KG/
Cepus Ne O6beM cepuu 955 KI'
Analytical Report No / : 2002FP24002259 Date of Analysis / 17-09-2024
AHanuTtH4ecKu# oT4eT No Jlata aHanuza

Date of Manufacture / : 08/2024 Date of Expiry / 07/2027
Jara npoussoncraa T'ogen mo

Analysis performed according ND / Ananus nposesaen no HJI: IT N013283/01-130723

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 Tabnerok B
NBX/TIBJAX//antoMUHHEBOM
6aucrepe. ITo 3 6mmcrepa BMecTe ¢
HHCTPYKLHMEH 10  [PHMEHEHHIO
YTIaKOBaHEI B NIaYKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox =B
I[IBX/IIBJIX//amomunuerom Omuctepe. Ilo
2 vnu 3 GnucTepa BMECTE C MHCTPYKUHMEH 110
TPUMEHEHHIO  YIAKOBaHBl B MayKy
KapTOHHYIO.

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

12 | Storage conditions / At temperature below 25 °C. / IIpu temnepatype He Boime 25 °C.
Xpanenue

13 | Shelf life / Cpox rognocTn 3 years / 3 rona

Uncontrolled Copy

*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIposodumcs npouzeooumenem npit 8bINYcKe NEPUOOUHECKH. 0N
xaxcooti 20-o1 cepuu unu ne menee 1 pasa e 200. Iloxazamens modicem Goimb He exnioven ¢ Cepmugpuxam

ananuza gupmei.

Remarks : The Product confirms to ND/
Ilpumeuanne: ITpoaykr cooTBeTcTBYET TpeOoBanuaM HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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