CEPTHOHUKAT AHAJIN3A

CERTIFICATE OF ANALYSIS

Product : Cetrine film-coated tablets 10 mg

IMponykrt: Ilerpun, TabireTky, MOKPEITHIE IEHOTHOM 000m09K0#H, 10 Mr

Uncontrolled Copy

Batch No / B2403885 Batch Quantity / 1 955KG/
Cepus Ne O6beM cepun 955 KI'
Analytical Report No / : 2002FP24002900 Date of Analysis / 30-11-2024
Amnanutndeckmii oTgeT No JlaTa ananmu3a
Date of Manufacture / 10-2024 Date of Expiry / 09-2027
JlaTa npousBoacTBa T'omen o
Analysis performed according ND / Ananus nposegen no H/[: I N013283/01-130723
Ne- Test / IloxazaTenn Result / PesyabTaTs! Specification / Hopma
1 | Description / Onncanune White colored, round, biconvex film- | White or off-white colored, round, biconvex

coated tablets with a break line on
one side. White core on cross section.
/ KpyTyBle TBOSKOBBITYKIIHIE
TabJIETKH, HOKPEITHIE INIEHOTHON
obos1014KOM OeIoTo 11BETa, ¢ PUCKOH
Ha ofHo# cTopoHne. Ha nonepedarnom
paspese sapo benoro usera.

film-coated tablets with a break line on one

side. White to off-white core on cross
section. / Kpyraele OBOSKOBBITYKIEIS
TabIeTKH, TIOKPBITHIE TIIEHOTHOM

obonogkoi Oemoro wIM IMOYTH Oemoro
1BETa, C pHUCKOH Ha oxHOH cropone. Ha
NOTIEPEYHOM Ppaspe3e SOpo OT Oermoro no
no9TH 6eI0ro IBETA.

Remarks : The Product confirms to ND/

Ipameuanne: IlpoaykT coorBeTcTBYET TpeboBammsam HJI

Conclusion : APPROVED /
3axmaouyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
IpoayxT: Ierpun, TabIeTKH, HOKPLITEIE IWIEHOYHOH 060104KO0#, 10 Mr

Batch No/ B2403885 Batch Quantity / : 955 KG/
Cepus Ne O6beM cepun 955 KI'
Analytical Report No / : 2002FP24002900 Date of Analysis / : 30-11-2024
Ananutugeckuii otuer No Jlata aHanu3a

Date of Manufacture / 10-2024 Date of Expiry / : 09-2027
Jarta npouzsoncTea I'onen no

Analysis performed according ND / Ananuz mposeses no HJI: II N013283/01-130723

2 | Identification. Cetirizine / lognmuaHOCTD. [leTHpU3NH

1. HPLC/B32XX

Complies as prescribed /
CootBercTBYET TpeOOBaHUAM

The retention time of the main peak 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"). / Bpemsa ynepxwuBaHUS
OCHOBHOTO [IHKa Ha XpOMAaTOrpamme
UCIEBITYeMOTO pacTeopa JIOIDKHO
COOTBETCTBOBaTh BPEMEHH YACPIKHBaHHA
OCHOBHOTO IIMKa Ha XpPOMaTOrpamme
pacTBopa CT2HIapTHOTO obpasua
LIETHPU3HHA rumpoxiopuga - (pasgen
«KomuaecTBEHHOE ONIPEAETICHHEY).

2. UV spectrophotometry /
Y®-cnexrpodoToMeTpHs

Complies as prescribed /
CoorserctByet TpeGoBaHMsIM

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 mnm. / V®-cmexTps
NOTJIONICHUA HCTIBITYEMOIO PpacTBOpa H
pacTBOpa CTaHOapTHOTO obpasia
LCTUPH3MHA T'HAPOXJIOpHIa B obmacTu OT
200 mo 400 HM HOMKHEI UMETH MAKCUMYMEI
MOTJIONIEHUs IPU OJHOM M TOH Xe JIHMHE
BOJHEI C JONYCTUMBIM OTKIOHCHHEM * 2
HM.

3 | Water / Bona

2.8% wiw /2,8%

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

4 | Uniformity of dosage units /

OpnoponnocTh
OO3HPOBAHHAS

44744

Acceptance value (AV) should be not more
than 15.0 / TlokasaTems MPHEMIEMOCTH
(AV) nomxen 65rTh He Ooaee 15,0.

5 | Dissolution / PacTeopenne

Unit-1/ Tabn.-1 98%
Unit-2 / Tabn.-2 101%
Unit-3 / Ta6mn.-3 101%
Unit-4 / Tabn.-4 100%
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 99%

Not less than 80% (Q) of the labeled amount
of C21H25C]N203 -2HC1 (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMMHAIBHOTO CONEPIKAHUA
C,H,5CIN,O5-2HC1 (ueTupusuHa
muruapoxyopun) depes 30 Mun.

Remarks : The Product confirms to ND/
IIprmeuanne: IlpogykT cooTBeTcTBYET TpebOBanuam HJJ

Conclusion : APPROVED /
3axkmogenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIA3A

Product : Cetrine film-coated tablets 10 mg

ITpomyxT: leTpun, TabneTKH, MOKPHITHIE INIEHOYHOM 000109K0H, 10 M

Batch No/ B2403885 Batch Quantity / : 955KG/
Cepust Ne O6beM cepun 955 KT
Analytical Report No / : 2002FP24002900 Date of Analysis / 30-11-2024
AnanutHaeckuii otaeT No Jlara anamuza

Date of Manufacture / 10-2024 Date of Expiry / 09-2027
JlaTa npou3BoAcCTBa T'onmen mo

Analysis performed according ND / Ananu3s nporenen no HJI: IT N013283/01-130723

6 |Related Impurities by HPLC/
PoncTBeHHbIE IPAMECH

Impurity A / TIpumecs A

Impurity B / ITlpumecs B

Impurity C / TIpumecs C

Impurity D / IIpumecs D

Impurity E / IIpumecs E

Impurity F / Ilpumecs F

Any individual unidentified
impurity / Jlro6as emuHu9IHAs
HEUAEeHTUOUIUPOBAHHAST
IpHMeECh

Not detected / He obHapyxeHa

Less than LOQ (LOQ = 0.010%) /
Hmxe mpenena konuIecTBEHHOTO
onpeaenenust ([TIKO = 0,010%)

Less than LOQ (LOQ = 0.017%) /
Hike nipenena KOMU4eCTBEHHOTO
onpenenenus (ITKO = 0,017%)

Not detected / ne oOHapyxeHa
0.03%/0,03%

Less than Limit of Detection (LOD =
0.015%) / Huxe mpenena
o6Hnapyxenus (TTIO = 0,015%)

NN7% [ 0,07%

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6omee 0,2 %

Not more than 0.2 % / He 6oxaee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6oitee 0,2 %

Total impurities /
Cymma npumeceit

0.2%/0,2%

Not more than 2.0 % / He 6omnee 2,0 %

7 | Assay / KoandecTBeHHOE
onpenaeaeHne

9.92 mg /9,92 Mr
99.2%/99.2%

Not less than 9.0 mg and not more than 11.0
mg C,1H,5CIN,0O3-2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 M 1o 11,0 Mr
C,H,5CIN,05-2HCI (ueTupuzuna
murugpoxuopun) B tabmetke (ot 90 % mo
110 % 0T HOMMHANTEHOTO CONEPKAHNA).

Remarks : The Product confirms to ND/
Ilpameaanne: ITpoxyxT cooTBeTcTBYET Tpebosanusam HJL

Conclusion : APPROVED /
3axawaenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

ITpoayxrt: [leTpun, TabaeTKH, MOKPHITHIE INICHOTHOM 0607109K0H, 10 Mr

Batch No / B2403885 Batch Quantity / : 955KG/
Cepus Ne O06wem cepuu 955 KI'
Analytical Report No / : 2002FP24002900 Date of Analysis / 30-11-2024
Ananutudeckuii otget Ne JlaTa ananmuza

Date of Manufacture / 10-2024 Date of Expiry / 09-2027
JlaTa nmpou3BoACTBa l'omen o

Uncontrolled Copy

Analysis performed according ND / Anamus npoeeaen no HZ: T1 N013283/01-130723

8 | Subdivision of tablets /
OgnopoaHocTs Mace npu
JIeJICHAR Ta0IeToK

Complies as prescribed /
CooTBeTCTBYET 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 TpEOOBaHMAM,
ecmu me Oomee 1 enunuwgHas Macca
OTKIIOHAETCSA 3a mpeaensl 85 % - 115 % ot
cpenHeit MAaccEI. Tabnerku HE
COOTBETCTBYIOT TpeboBaHHsM, ecnu boiee
gyeM | MHOWBHAyaNbHAS Macca OTKIOHACTCS
OT 9TUX TpegenoB wimd, ecm |
UHAMBUAyaNbHAA Macca OTKIOHAETCS 3a
npenensl 75 % - 125 % ot cpegHelt Macchl.

9 |Microbiological purity* / MukpoGuoJiornueckasi ¥ucToTa*

a) Total Aerobic Microbial
Count / Obmiee Tucno
a3pOOHEIX MUKPOOPTaHU3MOB

Not Applicable

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

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6niee Tucio He 6onee 100 KOE/r
IOPOXKEBBIX U TIECHEBBIX

rpubos

¢) Escherichia Coli Not Applicable Shell be absentin 1 g/

OrcyrctBUE B 1 T

Remarks : The Product confirms to ND/

IIpnmeuanne: IIpoaykT cooTBeTCTBYET TpeboBanuaM HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg

Iponyxr: [lerpuH, TabaeTky, TOKPHITHIE INIEHOYHOH 000I09KO0iM, 10 Mr

Batch No / B2403885 Batch Quantity / : 955KG/
Cepus Ne O6Bem cepun 955 KT’
Analytical Report No / : 2002FP24002900 Date of Analysis / 30-11-2024
AHamuTudeckuit oTaeT Ne Jlara anamiza

Date of Manufacture / 10-2024 Date of Expiry / 09-2027
Jlara mpou3BoacTBa T'onen mo

Analysis performed according ND / Ananu3 nposezaes o HJT: IT N013283/01-130723

10 | Packaging / Ynaxorka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / ITo [in a carton. / Ilo 10 Tabnetox =B
10 TabneTox B | IBX/TIBAX//amomuHueroM Gimuctepe. Ilo
IIBX/TIB{X//amoMiHHEBOM 2 vnu 3 GnmucTepa BMECTE € HHCTPYKITMEH 110
6mucrepe. [To 3 Gmuctepa BMecTe C | IPUMEHEHUIO  YIAKOBaHBI B [AdKy
WHCTPYKUMEH [0  NIPUMEHEHHIO | KAPTOHHYIO.

YTIaKOBAHBI B 24Ky KapTOHHYIO.
11 | Labeling / MapkupoBka According to ND / B cootetctsmu ¢ H/J
12 | Storage conditions / At temperature below 25 °C. / ITpu temnepatype He Buime 25 °C.

Xpanenue

13

Shelf life / Cpox rogaocTH

3 years /3 rona

*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 / Ilposodumcs npouzeodumenem npu 8binycKe NepuoOUdecKu: ona
xasicoou 20-oti cepuu unu He menee 1 paza 6 200. Ilokazamenny modxcem Goime e sxnover 8 Cepmugpuxam

aHanusa gupmol.

Remarks : The Product confirms to ND/
IIpumeuanne: Iponykr cooTBeTCTBYET TpeboBannam HII

Conclusion : APPROVED /
3akmogenne: OJJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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