Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

[Mpoaykr: LleTpuH, Tabaerku, NOKPbITHIE MNIEHOUHOM obonoukoil, 10 Mr

AHanuruyeckui order No

Batch No / : B2401649 Batch Quantity / : 955KG/
| Cepus Ne O6beM cepuu 955 KI'
Analytical Report No / : 2002FP24001311 Date of Analysis / » 28-05-2024

JlaTa ananusa

 Jlara npousBoacTBa

Date of Manufacture / ¢ 05/2024 Date of Expiry / o 04/2027

I'opex mo

Analysis performed according ND / Ananus niposenen mo HJI: ITN013283/01-130723

Ne Test / ITokazaTenn Result / PesyabTaTsl Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film- | White or off-white colored, round, biconvex
coated tablets with a break line on film-coated tablets with a break line on one
one side. White core on cross section. | side. White to off-white core on cross
/ Kpyrable BOsKOBBINYKIIbIE section. / Kpymisle ABOAKOBBINYKIbIE
TabJIETKHU, MOKPBIThIE MIEHOUHOM TabJeTKH, [IOKPBITEIE TUIEHOYHOMH

obostoykoii 6enoro 1BeTa, ¢ pucko | obosoukoil Oesoro MM moutH 6enoro
Ha oHO# cTopoHe. Ha nonepeynom | 1BeTa, ¢ pUCKOM Ha oaHOW cropone. Ha
paspese sapo Oenoro LpeTa. TIOTIEPEHHOM paspe3e AApo oT Oejioro mo

noutH 6enoro nBeTa.

Remarks : The Product confirms to ND/

IIpnmeuanue: Ipoaykr coorBetcTBYeT TpebopanusiM HJL 3axynoyenne: OJIOGPEHO

Conclusion : APPROVED /
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

[Mpoayxkr: LleTpyuH, TabneTKy, NOKPbLIThIE NAEHOUHOH 0bosoukoi, 10 Mr

Batch No / : B2401649 Batch Quantity / : 955 KG/
Cepus No O6bem cepun 955 KI' -
Analytical Report No / : 2002FP24001311 Date of Analysis / : 28-05-2024
Ananuruueckui order Ne | [lara ananusa

Date of Manufacture / :05/2024 Date of Expiry / : 0472027
Mara npoussoacrsa T'oneH 1o

Analysis performed according ND / Ananus nposenen o HJI: 11 N013283/01-130723

2 | Identification. Cetirizine / llogunnocrs. HeTnpuzun

1. HPLC/BD2XX

Complies as prescribed / The retention time of the main peak in the

CooteercTryeT TpeboBaHUsaM 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 ynepxuBaHus
OCHOBHOTO IMKa Ha XpomaTorpamme
UCTTBITYEMOTO pacTBopa OOJIKHO
COOTBETCTBOBaTh BPEMEHU  yNep>KMBaHUA
OCHOBHOTO THKa Ha  XpomarorpamMme
pacTBOpa CTaHIapTHOrO obpasua
LETHpU3UHA ruapoxiopuaa (paznen
«KonmuecTBeHHOE ONpejienienren).

2. UV spectrophotometry /

Complies as prescribed / The UV-spectrum of the test solution and

Y®-cnekrpodoromerprs CoOTBETCTBYET 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. / V®-chekrpsr
TMOTJIOLIEHUS KCTBITYEMOro  pacTBopa H
pacTBOpa CTaHHapTHOIO obpasua
LEeTUPU3WHA UIPOXJIOpHAa B obracTu OT
200 no 400 HM NOMKHBI UMETh MaKCUMYMbI
[OrJIOMIEHUs TIPU OJHOM W TOW XKe JJUHE
BOJIHBI ¢ HOMYCTMMBIM OTKJIOHEHHMEM + 2
HM.

3 | Water / Boaa

2.2% wiw /2,2% Not more than 8.0 % / He Gonee 8,0 %

4 | Uniformity of dosage units /
OasopoaHoCTD
A03HPOBAHMS

6.5/6,5 Acceptance value (AV) should be not more

than 15.0 / Tlokazarens nOpuEeMIEMOCTH
(AV) nomxken Ob1Th He 6oee 15,0.

Remarks : The Product confirms to ND/

Ilpnmeuanne: [Ipoaykr coorBeTcTByeT Tpeboranusivm HJI

Conclusion : APPROVED /
3axinouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT ATIAJIU3A

Product : Cetrine film-coated tablets 10 mg
Mpoayxr: LleTpuH, TabneTKky, NOKPLITLIE MIIEHOUHOMH 06onoukoit, 10 Mr

Batch No / B2401649 Batch Quantity / : 955 KG/
Cepusi Ne O6beM cepuu 955 KI'
Analytical Report No / 2002FP24001311 Date of Analysis / 28-05-2024
Ananuruyeckuid oryeT No JlaTa aHanuza
Date of Manufacture / 05/2024 Date of Expiry / 04/2027

| Jlata npousBoaCTBa TI'open no

Analysis performed according ND / Ananus nposeaex no H: TIN013283/01-130723

onpeaeaeHne

99.9% /99,9%

5 | Dissolution / PacrBopenne Unit-1/ Ta6n.-1 104% Not less than 80% (Q) of the labeled amount
- o of C21H25C1N203'2HC1 (cetirizine
Dty lzensy 100% | ginydrochloride) after 30 min. / He metiee
Unit-3 / Tabn.-3 101% 80 % (Q) oT HOMHHAJIBHOTO cojepIKaHHs
- C, H,CIN,0,-2HC1 (uecTHpUBHHA
Unit-4 / Tabn.-4 100% AUruapoxsopua) yepes 30 MuH.
Unit-5/ Tabn.-5 102%
Unit-6 / Tabn.-6 99%
6 |Related Impurities by HPLC/
PoacTBennbie NpHMecH
Impurity A / Ilpumecs A Less than LOQ (LOQ =0.019%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity B / [Tpumecs B I::s;;;pe?;;?ﬁﬁgie?; le ;;())ro Not more than 0.2 % / He 6onee 0,2 %
=0, A
Impurity C / [Ipumecs C 0.01% / 0.01% Not more than 0.2 % / He 6omee 0,2 %
Impurity D / I[Ipumecs D Not detected / He obHapyeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity E / ITpumecs E Not detected / He oBHApyKeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity F / [Ipumecs F 0.04% / 0.04% Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | Not detected / He obHapysKena Not more than 0.2 % / He 6onee 0,2 %
impurity / Jhobas eaunnunas
HeufieHTHULIUPOBAHHAS 0.07% /0,07%
MPUMECDH
Total impurities / 0.3%/0,3% Not more than 2.0 % / He 6onee 2,0 %
CyMmma npumMecei
7 | Assay / KoimuecTBeHHOE 9.99 mg /9,99 mr Not less than 9.0 mg and not more than 11.0

mg C2 1 H25C1N203 :2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,1H,5CIN,O5-2HC1 (ueTupuznna
quruapoxiopun) B tabnerke (ot 90 % no
110 % oT HOMMHAILHOIO COZIEPIKAHUS).

Remarks : The Product confirms to ND/
Hpumeuanne: lpoayxr coorBercTBYeT TpeboBanusm HIT

Conclusion : APPROVED /
3akaouenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

Tpomykr: LleTpuH, TabneTku, NOKpbIThIC MAEHOYHOH obonoukon, 10 mr =
Batch No /- B2401649 Batch Quantity / © 955KG/
 Cepus Ne Ob6bem cepuu 955 KI'
Analytical Report No / 2002FP24001311 Date of Analysis / 28-05-2024
Amnanuruyeckuit oryet No JlaTa ananu3sa
Date of Manufacture / 05/2024 Date of Expiry / 04/2027
JlaTta npou3BOACTBa I'omen no

Analysis performed according ND / Ananua npoeenen no HJI: TIN013283/01-130723

8 | Subdivision of tablets /
OaHOpPOAHOCTL MACC NPH
JeJIEHHH TabJIeTOK

Complies as prescribed /
CootBercTByeT 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 (Liese litits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /

TabneTkn COOTBETCTBYIOT TpeOoBaHMAM,
ecii  He ©Oonee 1 eauHMunas  Macca
OTKIIOHseTcs 3a npenensl 85 % - 115 % ot
cpenHeit MAacchl. Tabnerku He

COOTBETCTBYIOT TpeOOBaHWAM, eciiu Holee
yeM 1 UHAMBUAYATIbHAS MAacca OTKIOHIETCS
OT O3THX TMpedesoB  Wid, ecan 1
UHIMBUOYyaibHAs Macca OTKJIOHAETCA 3a
npenensl 75 % - 125 % oT cpenHeit macchl,

9 |Microbiological purity* / Mukpo6unosorgyeckas yucrora®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61ee yncio He 6onee 1000 KOE/r
a3poBHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / OGee umnciao He 6onee 100 KOE/r
JIPOAOKEBBLIX U TJIECHEBBIX

rpubos

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

Otcytcreue B 1 r

Remarks : The Product confirms to ND/
Hpumeuanne: [Iponyxr cootBercTByeT Tpebopanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIN3A

Product : Cetrine film-coatcd tablets 10 mg
[ponykr: LleTpuH, TabneTKH, NOKPbLIThIE IJIEHOYHO} 060s0uK0#, 10 Mr

Batch No / B2401649 Batch Quantity / : 955 KG/
| Cepus No O6LeM cepHu 955 KI'
Analytical Report No / 2002FP24001311 Date of Analysis / 28-05-2024
AHanuTuyeckuit oruer Ne JlaTa aHanu3a
Date of Manufacture / 05/2024 Date of Expiry / 04/2027
ara npou3BoJCTBa T'onen oo

Analysis performed according ND / Ananus nposened no HJ[: [T N013283/01-130723

10 tablets in PVC/PVDC//aluminum blister.

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / TTo [in a carton. / Ilo 10 Tabnetox B
10 TabeTok B | IBX/IIBX//antoMusrieeom Grucrepe. Ilo
MNBX/MNBAX//ainomunnesom 2 win 3 GnucTepa BMECTE C MHCIPYKLMEN 110
6nuctepe. Ilo 3 Onucrepa BMecTe ¢ | IPUMEHEHUIO  YMAKOBAHbI B Mayky
HWHCTPYKIMell 00  NPUMEHEeHHWIO | KapTOHHYIO.
yNaKkoBaHbl B IAYKy KapTOHHY!IO.

11 | Labeling / MapkupoBka According to ND / B coorsetcteuu ¢ H/I

12 | Storage conditions / At temperature below 25 °C. / [Ipu Temnepatype He Beitie 25 °C,

XpaHeHue
13 | Shelf life / Cpox roanoctu 3 years/ 3 rona

*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 / [Ipogooumcs npouszeooumenem npu ulnycke nepuooU4ecku; ons
kaoicoot 20-ou cepuu unu He menee 1 paza 6 200. Ilokazamens modcem boime He gxnoven ¢ Cepmughuram

ananuza upmot.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorsercrayer Tpebopanusm HJI

Conclusion : APPROVED /
3axmiouenne: OJIOBPEHO
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