Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEFTHOHEAT ATTAJIH3EA

Product : Cetrine {iJm-coated tablets 10 mg

Tpoaykr: Lletpun, Tabuerky, NOKPLITHIC NIenodHol oboaoukodi, 10 mr I

Batch No / . B2402245 Batch Quantity / 955 KG /

Cepua Ne - | O6wem eepi 955 KI'

Analytical Report No / 2002FP24001682 Date of Analysis / 17-07-2024 N
Ananunyeckuii ovuer Ne - B B Jlara anasza - N

Date of Manufacture / : 06/2024 Date of Expiry / 05/2027 o
Jlara nponssojicTRa Topen no o

Analysis performed according ND / Ananmz nposeneH

o HJT: T1 N013283/01-130723

Ne Test / TlokazaTenn

Res_u_lt_/_Pezme'm'rx.l

Specification / Hopma

1 | Description / Onnecanue

White colored, round, biconvex film-
coated tablets with a break line on

one side. White core on cross section.

/ Kpyrnbie JBOAKOBLINYKIbIC
TabAETKH, NOKPLITHIE IUIEHOUHOH
oGanoukoi eoro uBeTa, ¢ pMCKOH
Ha oaHolt cropore. Ha nonepeutoM
paspese aapo Henoro 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. / Kpymbie ABOakoBbINyKIIBIE
Tabnerky, TOKPEITHIE [INEHOYHOM
o0onoykoil Gemoro ®BAM  1oytd Genoro
upera, C pHCKoli Ha OAWOM crtopoue. Ha
MomepeyHoM paspese AUpo oT Benoro o
routH 6enoro UBeTa.

Remarks : The Product confirms to ND/
Ipnmeunnue: [Ipoaykt coorsercTryer TpeboBanuam H/I

Conclusion : APPROVED /
3arkmvyenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolied Copy

Product : Cetring {ilm-coated tablets 10 mg

[Ty Llerpiie, rabnetki, 1uKpLE BIE 11s1cHouoN obosoMKoit. 10 Mt
Batch No /
Cepms No
Analytical Report No /
AnasgryiecRisii vrae) No
Date of Manufacture /
Jara nponssoAcTRA o
Analysis performed according ND / Ananns nposeaer no HJL TINO132

CERTIFICATE OF ANALYSIS

CEPTHOHUEAT ATIAJIHSA

T'open jto

283/01-130723

D 9SS KG/

B2402245 [ Batch Quantity /
| O6BeM cepuu 955 KIT
2002FP24001682 1ate of’ Analysis / 17-07-2024
) | Hara asanusa - e
. 06/2024 Date of Expiry / 05/2027 g

2

 [dentification. Cefirizine / Hopnmmocrh. l_i,;n‘nj!p:mn

1. HPLC/BDXKX

CooTseTrcTByeT TpeDOoBANNMAM

Complies as prescribed /

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"). / Bpema ynepxupanus
OCHOBHOTO ~ NHMKA HA  XPOMATOrpaMme
HCTILITYEMOFO pacTBOpa NOIDKTTO
COOTBETCTBORATH BPEMEHH  Y/IepkMBAHUS
OCHOBHOTO TWKAZ Ha  Xpomarorpamme
pac1BOpa CTAHJAPTHOTO ofpasua
UETHPU3HHA IHIPOXIOPUAZ (pazzen
«I{onnuecTeeHHOE ONPEACICHUEY ).

2. UV spectrophotometry /
Y®-cnekrpodioToMeTpUs

CooteercTryeT TpebosaHHIM

Complies as prescribed /

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nin to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of %2 nm. / VY®-crextphl
MOTJIOWEHMA HCIIBITYEMOr0  pacTsopa M
pacTBopa CTaHJapTHOrO obpazua
UEeTUPH3MHA TMapoxsiopuaa B ofnacTv or
200 pno 400 HM JOJKIILI UMCTE MakCHMYMBI
MOrNotleHHa MpH OANOA W TOW Xe JuinHe
BONHB! ¢ JOfYCTUMBIM OTK/IIOHEHHEM + 2
HM.,

Water / Boaa

3.1% wiw /3,1 %

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

Uniformity of dosage units /
OaunopoanocTs
A03UPOBAHHSA

53/53

Acceptance value (AV) should be not more
than 15.0 / IlokazaTenn [IPHUEMITEMOCTH
(AV) nomxet 6biTs He Gonee 15,0.

Remarks : The Product confums to ND/
Tpumeuanue: [poaykr cootsercrayer tpeboranmam HJI

Conclusion : APPROVED /
Jaxmodenue: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolied Copy

Analysis performed according ND

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAMNIA

Product : Cetrine film-coated wablets 10 mg

Mpojiykt: Llerpui, rabiaetiu, nokpriruic 1sIeHouRoH obe 0 dKeiL, 10 M1
Batch No /

Cepun Ne

Analytical Report No /
Anannrnueckui order No

Date of Manufacture /
Jlara npouseosictna

B24(2245 [ Batch Quantity / 935 KG /
Ofuem cepun 955 KT’
2002FP24001682 Date ol Analysis / 17-07-2024
- Mara anasysa e
: 006/2024 Date of Expiry / 0572027 CEE
onen 1o -

/ Ananns nporesien o HJL T NO13283/01-130723

5

Dissolution / Pacrnopenne

Unit-1/ Ta6n.-1 100%
Unit-2 / Ta6n.-2 9%
 Unit-3/ Ta6n.-3 99%
| Unit-4 / Ta6a.-4 97%
Unit-5 / Ta6n.-5 101%
Unit-6 / Tabn.-6 98%

Not less than 80% (Q) of the labeled amount |
of  CyHysCIN,Oy2HCI (cetirizine
dihydrochloride) after 30 min. / He meuee
80 % (Q) oT HOMHMHAIBHOTO cojepikaHHs
Ca1HysCIN; O, 21C1 (ueTMpu3NHA
Jurnipoxsiopuii) yepes 30 Mus,

Related Impurities by HPLC/
Poscraennnie NpumecH

Impurity A / TTpumecn A

lmpurity B / [Ipumecn B

0.005%) / Huxe npencna
obnapyxenus (10 = 0,005%)

Impurity C / [pumecs C

0.01%/0,01%

Impurity D / [Tpumecs D

Not detected / ve oGHapyeHa

Impurity E / TTpumecs E

Not detecled / ne oGHapykena

[mpurity F / ITpumecs F

0.03%/0,03%

Any individual unidentified
impurity / Jlio6as ejmHuuHasn
HeHaeHTRHUNPOBAHHAA
npumeck

Less than Limit of Detection (LOD =
0.015%) / Hyxe npenena
o6uapyskenus ([10 = 0,015%)

0.08% / 0,08%

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

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

Total impurities /
Cymma npHmecei

0.2%1/0,2%

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

Assay / Konuyectrennoe
onpejesieHue

9.95mg /9,95 mr
99.5% / 99,5%

Not less than 9.0 mg and not more than 1 1.0
mg C,H;35CIN,05-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr o 11,0 mr
Cz]}.’IQsClNgOg'ZHCl (ueTHp"?:HHa
avrunpoxiopun) B Tabnerke (or 90 % no
110 % OT HOMHHAILHOTO COAEPIKAHNIL).

Remarks : The Product confirms to ND/
Ipumeyanne: Ipoaykr cootrerctyer tpebonanmim HIL

Conclusion : APPROVED /
Baksouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

Anaautuueckuii oruer No

CERTIFICATE OF

ANALYSIS

CLEPTHDITRAT

Product : Cetrine (ilm-coated tablets 10 ng
[pouykt: Herpus, rabactin, n0KpuITHIC nacHoW B 0OOAVUKOMH,
Batch No / 132402245

Cepust No

Analytical Report No e 20021124001682

Date of Manufacture /

 06/2024

ATIAJITIA

10mMr

Batch Qu mllt\ 985S KG/
O0nem eepun 955 KI'

Date of Analysis/ 17-07-2024
Hara ananusa
Date of Expiry /
I"onen A0

0572027

Jlara npoH3BOACTEA

8 [ Subdivision of tablets /

Analysis performed according ND / Anasmus ﬂpOBw.lCH 10 HJI 1 N013283/01-130723

OAHOPOAHOCTE Mace Kpu
aeienun TataeToK

Complies as prescribed /
CooteetcTByer TpeHoBaHHAM

The tablets comply with the tcst-,mré'
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 oulside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTk  COOTBETCTBYIOT  TpCBOBAHHSIM,
ecim ue Oonee 1 cavuuMuias  macca
oTknousercy 3a npedens 85 % - 115 % ot
cpeaneit Macchi. Tabnetin He
COOTBETCTBYIOT TpebORAaHUAM, ecnu Golee
yem 1 MujIMBIIYaIblIag MACCA OTKAOHASTCH
OT 3TMX mnpepejoB  win, ccan |
MHAMBM/YANILHAA MACCA OTKIIOHSEeTCS 3a
npegensl 75 % - 125 % oT cpeaHei Maceel,

9 |Microbiological purity* / MikpoGiosoruyeckas 4ucrora®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g/
Count / OGmee uncno He 6omee 1000 KOE/T
29p0GHBIX MUKPOOPIAHU3IMOB

b) Total Combined Yeast and D Not Applicable Not mote than 100 CFU/g /
moulds count / Obwee uncno He Gonee 100 KOE/r
JIPONOKEBLIX W MZICCHEBBIX

rpubos

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

Otcyrereue g 1 1

Remarks : The Product confirms to ND/
Ipumeqanne: Ipoaykr coorsercrayer Tpedopatusm HII

Conclusion : APPROVED /
Zarodenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPFTHERHEAT ATAJIEA

Product : Cetring [ihm-coated tablets 10 mg

Jpoaykt: Llerpuil, 1alaeiki, nokphirhice IICHOUITON 0000 KO,

Batch No /

Ceprin Ne B
Analytical Report No /

_Ananuruueckuil otuer Ne
Date of Manufactyre /
Jlara nposssoiacBa

Analysis performed according ND / Apanus npose)ieH 00 H: TI N013283/01-130723

+ 2002FP24001682

: 06/2024

10 M
B2402245

["oyien 1o

Baich Quantity /
Obben cepiu
Date of Analysis /
Jlara anpanio
Date of Expiry /

955 KGi /
955 KI'
17-07-2024

05/2027

10 tablets in PV(_I}'-I-’_VD—C//a]uminﬁm

10 tablets in PVC/PVDC//aluminum blister. |
2 or 3 blisters and patient information leaflet

in a caton. / Tlo 10 TaBneroxk B

[IBX/MIBAX//amomutineBoM Snucrepe. Tlo

2 unn 3 GavcTepa BMECTE C MMCTpYyKUMEH NO

NPUMEHCHHIO  YIAKOBAHbL B nagaky

KapTOHHYIO.

At temperature below 25 °C. / 1Tpn Temmepatype He Bbiuie 25 °C.

10 _Packaging/)/n_alcomca
blister. 3 blisters and patient
information leaflet in a carton. / Ilo
10 TadlieTox B
NBX/I1BAX//anioMuHHeBOM
Bnucrepe. Ilo 3 Gnucrepa BMecTe ©
HHCTpyXuMe Mo MpUMEHEHHIo
ynaKoBallbl B NauKy KApTOHHYIO.

11 | Labeling / MapkupoBka | According to ND / B coorserersnn ¢ H/L

12 | Storage conditions /

Xpanenne
13 | Shelflife / Cpox roanocTu 3 years/ 3 roga

*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 / IIpoaoOUMca npoussodumeneaM npi GuilycKe Nepuooniecku.: ona
rkaxcooti 20-o1i cepuu wan ne menee | pasa ¢ 200. Hoxasamens moscem buimp He BRINOUEH § Cepmughuxam

ananuza pupsel.,

Remarks : The Product confirms to ND/
Ilpumeuanne: IIpoaykr cootserTcTByeT TpeGopanuam HJL

Conclusion : APPROVED /
Jamouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

— .
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