CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

TIpoayxrt: lletpuH, TaGneTKH, MOKPLITHIE MIEHOYHOH 06onoukoit, 10 Mr

Batch No / B2403608 Batch Quantity / 1 955 KG/
Cepust Ne O6BeM cepun 955 KI'
Analytical Report No / 2002FP24002739 Date of Analysis / 11-11-2024
AHanutnyeckuii otTuet No JlaTa aHanusa

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
Jara npousBoacTea T'onen no

Analysis performed according ND / Anaymus nposenen o HJI: TTN013283/01-130723

Ne Test / IToxaszarean

Result / PezyabsTarsl

Specification / Hopma

Uncontrolled Copy

1 | Description / Onncanne White

coated tablets with a break line on
one side. White core on cross section.
/ Kpyriible NBOSKOBBITYKITbIE
TabJIETKH, TOKPBITEIE IEHOYHOMN
06omoukoii 6enoro uBeTa, ¢ pUCKoi
Ha oxHoli cTopoHe. Ha monepeunom
pazpeze aapo Genoro ygera.

colored, round, biconvex film-

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 OBOSKOBBITyKIbIE
TaOAETKMH, MOKPBITEIE NJIEHOYHOM

obostoukoit Gerloro WM MOYTH Oenoro
IBeTa, ¢ pUCkoii Ha opHoN cropone. Ha
TIOTIepeEYHOM  paspese sA1po ot Gemoro 1o
noutH 0eJIoro uBeTa.

Remarks : The Product confirms to ND/

IIpumeuanne: [IpoaykT cooTeeTcTBYET TpeOoBanusamM HJ{

Conclusion : APPROVED /
3axwouenne: OJJTOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Ipoxykr: LleTpuH, TabIeTKH, MOKPLITEIE THTIEHOYHOW 000n04KoM, 10 Mr

Batch No / B2403608 Batch Quantity / : 955KG/
Cepust No O6beM cepunt 955 KI'
Analytical Report No / 2002FP24002739 Date of Analysis / : 11-11-2024
ARanutuyeckuii otueT No Jlata aHayiuza

Date of Manufacture / 10/2024 Date of Expiry / : 09/2027
Jata npousBoacTsa Coned o

Analysis performed according ND / Ananuz niposenex mo HJI: IT N013283/01-130723

2 | Identification. Cetirizine / Ilonnnanaocts. Letnpasun

1. HPLC/B3XX

Complies as prescribed /
CooTBeTcTBYET TpeOOBAHHAM

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"). / Bpems yneprkuBaHus
OCHOBHOTO TIMKa Ha  XPOMATOTpaMMe
HCIIBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATL BpPEMEHH  yIepKWUBaHMS
OCHOBHOTO TIMKA Ha  XpoMaTorpamme
pactBOpa CTAHJapPTHOTO obpazua
LETHPU3HHA THOPOXJIOpUAA (paznen
«KomuecTBeHHOE onpefieNleHue» ).

2. UV spectrophotometry /
Y®-cnekrpodoTomMeTpus

Complies as prescribed /
CooTBeTCTBYeT TpeGOBAHHAM

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 nm. / VY®-crektpsl
TOTIIOUIEHAS WUCIIBITYEMOTO  pacTBOpa H
pacTBOpa CTaHIapTHOIO obpazua
UETUPU3WHA THOpOXITopUAa B OONacTH OT
200 go 400 HM NOJKHBI IMETHL MaKCUMYMBI
TIOTTIOIIEHUS TIpU ONHOM M TOHM JK€ JITHMHE
BONIHBI ¢ JIOMMyCTHMEIM OTKIIOHEHHeM + 2
HM.

Water / Boaga

3.9% wiw / 3,9%

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

4 | Uniformity of dosage units /
Onpnopoanocts
A03UpOBAHUAS

3.7/3,7

Acceptance value (AV) should be not more
than 15.0 / Tlokasarens mDPUEMIIEMOCTH
(AV) nonxen 6bITh He Gonee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpogykt cooTBeTcTBYET TpeboBanmsaM HJ{

Conclusion : APPROVED /
3axmoaenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

| Product : Cetrine film-coated tablets 10 mg
IMpomyxt: LleTprH, TabIeTKH, MOKPBITHIE TUIEHOYHON 06010UKOM, 10 M

Batch No / B2403608 Batch Quantity / : 955KG/
Cepus Ne O6beM cepun 955 KI'
Analytical Report No / 2002FP24002739 Date of Analysis / 11-11-2024
AHanuTnuyeckuii otyeT Ne Jlata aHanuza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
JlaTa npousBoacTBa Tonen ao

Analysis performed according ND / Adanus nposeaen mo HJI: TT N013283/01-130723

5 | Dissolution / PacTBopenue Unit-1/ Ta6m.-1 99% Not less than 80% (Q) of the labeled amount
g R ° of C2|H25C1N203'2HC1 (CCtiriZine
e v dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 95% 80 % (Q) OT HOMMHAIBHOTO COIEpIKAHWS
- C,H,5CIN,O5-2HCI (ueTupuznHa
Unit-4 / Tabn.-4 e guruapoxiopu) gepes 30 MUH.
Unit-5 / Tabn.-5 96%
Unit-6 / Tabn.-6 96%
6 |Related Impurities by HPLC/
PoacTBennble mpuMecH
Impurity A/ Tpumees A Luss thau Liwit vl Detectivu (LOD = | Nut tute thau 0.2 %% / TIe Gunee 0,2 %%

- 0.005%) / Huxe npexnena = 3
Impurity B / TTpyimect B obHapyxerwa (TTO = 0,005%) Not more than 0.2 % / He 6omee 0,2 %
Impurity C / Tlpumecs C 0.01% /0.01% Not more than 0.2 % / He 6onee 0,2 %
Impurity D / ITpumecs D Not detected / ne o6Hapyxena Not more than 0.2 % / He 6onee 0,2 %
Impurity E / ITpumecs E Not detected / He oGHapysKera Not more than 0.2 % / He 6onee 0,2 %
Impurity F / [Tpumecs F 0.04% 7 0.04% Not more than 0.2 % / He 6onee 0,2 %

Any individual unidentified |[ oqq than Limit of Detection (LOD = Not more than 0.2 % / He 6onee 0,2 %
impurity / Jiobas efMHHuHAS |0.015%) / Hike npesena
HEHIeHTHHIMPOBAHHAS obHapysxkesus (IT0 = 0,015%)
TpuMech
0.06% / 0,06%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6omee 2,0 %
CymMa npumMeceii
7 | Assay / KosimuecTBenHoOe 9.96 mg /9,96 mMr Not less than 9.0 mg and not more than 11.0
omnpeeJieHHe o N mg C,;H,5CIN,O5-2HC1 (cetirizine
UG 5 dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 Mr
C, H,5CIN,O5-2HCI (uerupuzmuHa
murugpoxiiopua) B tabnerke (ot 90 % mo
110 % oT HOMHHAIBHOTO COAEPKAHUA).

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipogykr cooTBeTcTBYET TpeboBanmsIM HJ{

Conclusion : APPROVED /
3ak.mogenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJTA3A

Product : Cetrine film-coated tablets 10 mg

Tponykr: LeTpwH, TabIeTKH, MOKPLIThIE MIeHOYHOH 060m04uKkon, 10 Mr

Batch No / B2403608 Batch Quantity / : 955 KG/
Cepus Ne O06nbeM cepuu 955 KI'
Analytical Report No / 2002FP24002739 Date of Analysis / 11-11-2024
AHanuTHYECKHiT oTueT Neo JlaTta aHanuza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
JlaTta npoussoacTea T'onen no

Analysis performed according ND / Ananus nposeaen mo H/I: TT N013283/01-130723

8 | Subdivision of tablets /
OaHopoIHOCTE Macc NpH
JeJIeHHH Ta0JIeTOK

Complies as prescribed /
CooTreTcTBYET 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. /
TabneTku COOTBETCTBYIOT TpeOOBAHUAM,
ecii He Oomee 1 enuHMYHas Macca
OTKIIOHsEeTCS 3a mpenensl 85 % - 115 % ot
cpenHei MAacCHhI. TabneTkn He
COOTBETCTRYIOT TpeOoBaHMAM, ecnu Gonee

uem 1 WHIMBUAYaJIbHasA Macca OTKIIOHACTCA

OT OTHX TmpemenoB wid, econ 1
HHAMBUOYyaTbHas Macca OTKJIOHJETC 3a
npenenst 75 % - 125 % ot cpenHeit Maccel.

9 |Microbiological purity* / Mukpo6uonoruueckast 4acToTa*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obmee uncno He 6onee 1000 KOE/r
a3poOHBIX MHKPOOPT2HH3MOR

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / Obmee uncno He 6onee 100 KOE/r
JIPONOKEBBIX W MIIECHEBBIX

rpubor

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

OrcyrctBHEB 1 T

Remarks : The Product confirms to ND/
Ilpameuanue: IIponykr cooTBeTcTBYET TpeGoBanusaM HJT

Conclusion : APPROVED /
Jakmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJTIN3A

(Product : Cetrine film-coated tablets 10 mg

[ponyxr: LleTpun, TabneTKH, MOKPLIThIE TIEHOYHOM 060109K0H, 10 M

Batch No / B2403608 Batch Quantity / : 955KG/
Cepus Ne 0O6beM cepun 955 KT
Analytical Report No / 2002FP24002739 Date of Analysis / 11-11-2024
AHanuTuyeckuii oryet Ne JlaTta aHanusa

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
JlaTa npousBojcTBa TomeH no

Analysis performed according ND / Ananus npoeenen mo HJI: TT N013283/01-130723

10 | Packaging / Yunakoska

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Ilo
10 tabieTox B
TMBX/TIBJIX//antoMuHueBOM
omctepe. ITo 2 6mmcrepa BMecTe ¢
MHCTPYKUMEH N0  NMpUMEHEeHHIO
YNaKOBAHEI B MAUKy KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 Tabnerok B
MIBX/TIBJAX//amromunnesom Onmcrepe. Ilo
2 wnu 3 Gnuctepa BMECTE C UHCTPYKLUMeEH o
NPUMEHEHWIO  YMaKOBaHBI B TAYKY
KapTOHHYFO.

11 | Labeling / Mapkupogka

According to ND / B cooteTctBru ¢ H{

12 | Storage conditions /

Xpaneune

At temperature below 25 °C. / [1pu Temneparype He Bbiie 25 °C,

13

Shelf life / Cpox rognoctu

3 years / 3 ropa

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 / IIposodumcsa npouseodumenem npu 6bInYcKe NEPUOOUHECKHU: ONA
kaxcooti 20-0ii cepuu utu He menee 1 paza 6 200. Iloxazamens moosicem dvimob He exmioven 6 Cepmuguxam

ananuza gupmuL.

Remarks : The Product confirms to ND/
IIpameuanne: [Tpogykt cooTBeTcTRYET TpeGoBaHMAM HJL

Conclusion : APPROVED /
3akaogenne: OJJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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