Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
IponyxT: ITeTpuH, TaONCTKH, TOKPBITbIC TITCHOYHOH 060s10uKo#H, 10 Mr

Batch No / B2302809 Batch Quantity / : 955.000 KG/
Cepust Ne Ob6bem cepum 955,000 KT’
Analytical Report No / 2002FP23002013 Date of Analysis/ : 25-08-2023

Ananuruueckuii otuet Ne

JlaTa aHanu3a

Date of Manufacture /
Jlara npovsBoacTBa

08/2023 Date of Expiry / . 0772026

T'onen no

Analysis performed according ND: / Anasns nporegen no HJI: TTN013283/01-170223

Ne

Test / HHokazaTrean

Result / Pe3yabTaThl

Specification / Hopma

1

Description / Onncanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyraibie NBOSKOBBINYKJIbIE
TabIEeTKW, MOKPBITHIE MIIEHOYHON
obonoukoii 6enoro 1BeTa, ¢ pUCKOH
Ha ofHOHW cTopoHe. Ha nonepevynom
pazpese s;po 6enoro ueeTa.

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. / Kpyrnble OBOSKOBLINYKIIbIE
TabIEeTKH, TIOKPBITHIE IEHOYHOM
ofonouykoit Genoro wavM  noutu Genoro
[BeTa, C PUCKOH Ha oAaHOW cTopone. Ha
TioTriepedHoOM paspese sapo oT Gemoro o
nouTu OeNoro uBeTa.

Remarks : The Product confirms to ND/
TIpnmeuanne: [Ipogyxr coorBercTByeT TpeOoanusm HJ

Conclusion : APPROVED /
3axmouenne: OJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
TMponyxr: IleTpuH, TabNeTKH, MOKPLITLIC INICHOUHOM o6onouko#t, 10 mr

Batch No / : B2302809 Batch Quantity / : 955.000 KG/
Cepust No QbbeM cepuu 955,000 KI'
Analytical Report No / : 2002FP23002013 Date of Analysis / : 25-08-2023
Ananuruyeckuii otyer Ne JlaTra aHanu3a

Date of Manufacture / : 08/2023 Date of Expiry / ¢ 072026
JlaTa nmpousBojicTBa T'open no

Analysis performed according ND: / Ananu3 npoBeaen mo HJI: TT N013283/01-170223

2 | Identification. Cetirizine / logaunnocts. lleTHpH3uH

1. HPLC/B3XX

Complies as prescribed /
CooTBeTcTBYET 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"). / Bpems ynepxkuBanus
OCHOBHOTO TIHKa Ha  XpoMaTorpaMme
WCTTBEITYEMOTO pactBopa JIOJIKHO
COOTBETCTBOBATh BPEMEHU  yIepIKMBAHUS
OCHOBHOTO THKAa Ha  XpomaTtorpaMme
pacTeopa CTaHIAPTHOrO obpasua
LeTHpU3VHA rUapoxIIopuaa (paznen
«Kon4ecTBeHHOE OTIpEeIIEHHEY ).

2. UV spectrophotometry /
Y®-cniektpodoromeTpus

Complies as prescribed /
CooTBeTcTByeT TpeGOBaHHIM

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 42 nm. / V®-crekTpsl
TIOTJIOIEHH MCTIBITYEMOTO  pacTBopa W
pacTBOpa CTaHJapTHOTO obpasua
LETHPU3WHA THIPOXJIOpHIA B 00JIaCTH OT
200 no 400 HM JOKHBI UMETH MAaKCUMYMBI
TIOTJIOIIEHWS TIpU OAHOW ¥ TOH XKe JUINHE
BOJIHLI C JOMYCTMMbBIM OTKJIOHEHHEM + 2
HM.

3 | Water / Boaa

2.7% wiw [ 2,7%

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

4 | Uniformity of dosage units /
OaHopoaHocTh
JO3HPOBAHUS

23/23

The acceptance value (AV) should be less
than or equal to 15.0 / Tlokasarens
npuemieMoctd (AV) pomkeH OwTL He
6onee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: IIpoaykT cooTBeTCTBYET TpeboBaHusaM HJ

Conclusion : APPROVED /
3axnarouenne: OJJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIMIA

Product : Cetrine film-coated tablets 1

0 mg

[ponykTt: IleTprn, TabneTkn, MOKpPLIThIC TIIEHOUHOH o6omoukoi, 10 Mr

Batch No / B2302809 Batch Quantity / : 955.000 KG/
Cepnst Ne O6bem cepuu 955,000 KT'
Analytical Report No / 2002FP23002013 Date of Analysis / 25-08-2023
Aunanuruyeckuit orueT No Jlara ananusa

Date of Manufacture / 08/2023 Date of Expiry / 07/2026
JlaTa 1ipou3Bo/ICTBA I'onen no

Analysis performed according ND: / Ananus nporegen mo HJI: TIN013283/01-170223

5 | Dissolution / PacTBopenue

Unit-1/ Ta6n.-1 101%
Unit-2 / Tabn.-2 98%
Unit-3 / Ta6.-3 99%
Unit-4 / Tabn.-4 100%
Unit-5/ Tabn.-5 99%
Unit-6 / Tabn.-6 100%

Not less than 80 % (Q) of nominal content
of C2|H25ClN203'2HC] (Cetirizine
Dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMMHAJIBLHOTO comep KaHHs
C51H,5CIN,0O5-2HCI (ueTnpusnHa
muruapoxiiopun) gepes 30 MUH.

6 | Related Substances / PoxcTBeHHBIe TpUMecH

Impurity A /ITpumecs A

Impurity B / Ilpumecs B

Impurity C/TIpumecs C

Impurity D / TTpumecs D

Impurity E / [Ipumecs E

Impurity F / Ilpumecs F

Any individual unidentified
impurity / Jliobas eanHu4Has
HEWICHTHQULMPOBAHHAS
NnpUMech

Not detected / He obrapy»xeHa
0.01%/0,01%

Not detected / He o6HapyxKeHa
Not detected / He o6Hapy>keHa

Less than LOQ (LOQ = 0.023%) /
Hrbxe nipesesta KOMTHYECTBEHHOTO
ompegenenus (ITKO = 0,023%)

Not detected / He oOHapy>keHa

Not detected / He obHapy>xeHa

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

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

Not more than 0.2 % / He Gostee 0,2 %

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

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

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

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

Total impurities /
CymMma npuMeceit

Not detected / He o6Hapyskena

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

7 | Assay / KoauuecTBeHHOe
onpeaeieHHe

10.05 mg / 10,05 mr
100.5% / 100,5%

From 90 mg to 11.0 mg of
C, H,5sCIN,O5-2HCI (Cetirizine
dihydrochloride) in tablet (from 90.0 % to
110.0 %  of label claim). /
Or 9,0 MIr 1o 11,0 Mr C2|H25C1N203'2HC1
(ueTHpwW3vHA AWTHAPOXJIIOPHUA) B TabieTke
(or 90 % no 110 % oT HOMHHaJIBHOrO

CoJIepXKaHUs).

Remarks : The Product confirms to ND/
TIpumeuanne: [Ipoxykt coorBeTcTBYET TpeboBanuam HJ[

Conclusion : APPROVED /
Saxiaouenue: OTOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Ipoayxt: IleTpuH, TabneTKH, MOKPbITHIE TNIEHOYHOM obooukol, 10 mr

Batch No / B2302809 Batch Quantity / : 955.000 KG/
Cepus No ObveM cepuu 955,000 KT
Analytical Report No / 2002FP23002013 Date of Analysis / 25-08-2023
Ananutuyeckuii otuer Ne JlaTa aHanusa

Date of Manufacture / 08/2023 Date of Expiry / 07/2026
JlaTa npon3BojcTBa Tonen no

Analysis performed according ND: / Anamus nposeaen mo HJI: TT N013283/01-170223

8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more
OnsopoanoCcTL Mace npu CooTBeTcTByET TPeOOBaHUAM than 1 individual mass is outside the limits
Je1eHHH TabJeToK of 85 % to 115 % of the average mass. The

tablets tail 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 — TpeGOBaHMUAM,
ecmi He Oomee | eIWHWuHas Mmacca
oTKIoOHseTcs 3a npenenst 85 % - 115 % or
cpenHen MACCHI. TaGreTkn He
COOTBETCTBYIOT TpeboBaHWsAM, eciu Gonee
yem | WHAMBUOYyaJbHAsA Macca OTKIIOHSETCS
OT OTUX MpepenoB  unu, ecau |
MHAMBUAYallbHAs Mdacca OTKJIOHAETCA 3a
npenenst 75 % - 125 % ot cpexHeii macchl.

9 [ Microbial enumeration tests* / Muxpo6unoJiornyeckas YucToTa®
a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g/

Count / Obuee uncno He 6onee 1000 KOE/r
a3po6GHBIX MUKPOOPTaHU3MOB
b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6ee uncno He 6onee 100 KOE/r
TPOOKEBBIX M TUIECHERBIX
rpubos
¢) Escherichia Coli Not Applicable Shall be absent in 1 gram /
OrcytetBue B 1 1
10 | Packaging / YnakxoBka 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 leallet
information leaflet in a carton. / [To |in a carton. / [lo 10 Tabnerox ®
10 Tabnetok B | IIBX/IIBJIX//amomuuueBom 6Gnucrepe. Ilo
TMIBX/TIB/IX//antoMHUHHEBOM 2 win 3 GnrcTepa BMeCTe ¢ UHCTPYKUHEH Mo
6muctepe. [To 3 Gnucrepa BMecTe C | IPUMEHEHWIO  YMAKOBaHBl B TAYKy
UHCTPYKIMEH 10  TPUMEHEHHIO | KAPTOHHYIO.
YIaKOBaHBI B ITA4YKy KapTOHHYIO.
11 | Labeling / MapkupoBka According to ND / B coorsercteum ¢ HJT
12 | Storage conditions / At temperature below 25 °C. / Ilpn temneparype He Boime 25 °C.
XpaHeHue
13 | Shelf life / Cpok roanoctu 3 years / 3 rona

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykr coorBeTcTBYET TpeGoBanusm HJI

Conclusion : APPROVED /
Saxaruenue: OJJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Iponykr: LleTpuH, TabeTKH, TOKPbITLIE TUIEHOYHO obomnodkoi, 10 mr

Batch No / : B2302809 Batch Quantity / : 955.000 KG/
Cepus No Ob6bem cepuu 955,000 KI"
Analytical Report No / : 2002FP23002013 Date of Analysis / : 25-08-2023
AHanuTu4eckuii otyeT Ne Jlata aHanu3a o
Date of Manufacture / : 08/2023 Date of Expiry / ¢ 07/2026
Jlara npovzBoAcTBa T'onen mo

Analysis performed according ND: / Ananus nposegen mo H/I: TI N013283/01-170223

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year.
The parameter may be absent from the Company's certificate of analysis. /

* - TIpoBoauTCH MPOU3BOAUTEEM IIPH BbINYCKe MePHOAMYecKH: A Kaxaoi 20-oii cepun nin ne
menee 1 pasa B roa. [lokaszarens MoxeT ObITH He BKIIIOUEH B CePTHQHKAT aHATH3A QUPMBI.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IIpoaykt cooTBercTBYeT TpeboBanusam HJL 3axmouenne: OJJOEPEHO
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Uncontrolled Copy
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