Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHEKAT AHAJIN3A

| Product : Cetrine film-coated tablets 10 mg

Tpoayxkr: LleTpuH, Tab1eTKK, NOKPLITbIE IIEHOUYHOH obonoykoii, 10 Mr

Batch No / B2402245 Batch Quantity / : 955 KG/
Cepus Ne O6bemM cepunt 955 KI"
Analytical Report No / 2002FP24001682 Date of Analysis / . 17-07-2024
AHanuTH4ecKkuid oT4eT Ne JlaTa aHanMza

Date of Manufacture / : 06/2024 Date of Expiry / : o 05/2027
JlaTa NpoU3BOACTBA I"opeH no

Analysis performed according ND / Anaymis nposenen no HJI: TTN013283/01-130723

Ne Test / Iloxazarein

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriisie 1BOSKOBBINYKJIbIE
TabJIETKN, TIOKPBITHIE IIEHOUYHON
obonoukoil Gestoro ueeTa, ¢ PUCKOM
Ha ofiHO#M cropoHe. Ha mornepeuHom
paspese aapo benoro useTa.

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 ABOsSKOBBIIYKIIbIE
TabJIeTKHY, NOKPHITHIE TJIEHOYHOM
o0oJioukoil Gemoro WM Imouytu  6Oenoro
LBeTa, C pHCKOH Ha oaHoH cropone. Ha
TONEpEeYHOM paspese aapo ot Oesoro 1o
noyTH 6enoro Lpera.

Remarks : The Product confirms to ND/
IIpumeyanue: [Tpoaykr cooTBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTURHUKAT AHAJTA3A

Product ; Cetrine film-coated tablets 10 mg
Tpoykr: LleTpun, TabneTku, NOKPLITHIC 1ICHOUHOH obonoyvxoii, 10 Mr

Batch No / . B2402245 Batch Quantity / : 955 KG/
 Cepust Ne O6beM cepun 955 KT'
Analytical Report No / : 2002FP24001682 Date of Analysis / : 17-07-2024 e
Ananutuueckuit oryeT No JlaTa aHanu3a
Date of Manufacture / 1 06/2024 Date of Expiry / . 05/2027
JlaTa ipousBOACTRA lopen 1o

Analysis performed according ND / Ananus npoeenen no HJT: TTN0O13283/01-130723

2 | Identification. Cetirizine / Nogannnocrs, Herupasuu

1. HPLC/BOXX

Complies as prescribed /
CootrBeTcTBYET TPEOOBAHUSIM

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 ypepixuBaHus
OCHOBHOTO MHKa Ha  XpoMarorpamme
HCITBITYEMOTO pacTeopa JOTTKTIO
COOTBETCTBOBaTL BPEMEHM  YACpPIKHBaHUS
OCHOBHOTO MWKA Ha  XpomaTtorpamme
pactBopa CTaHOAPTHOIO obpasua
LETUPU3UHA TUAPOXIIOpYAA (pazzen
«KonuuecTBeHHOE ONpeneacHues ).

2. UV spectrophotometry /
Yd-cnekrpodoTomeTpus

Complies as prescribed /
CooTBeTcTRYCT TPeOOBAHHAM

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®-crmexTpsl
[OTJIOLIEHHS MCIBITYEMOTO pPacTBopa M
pacTBOpa CTaHAapTHOTO obpazia
LUETYPU3UHA TUApOXJIOpHAa B 00macTd or
200 no 400 HM NOJXKHBLI UMETh MAKCUMYMBbI
MOTTOWEHUs TIpH OJHON 1 TOW ke A/INHe
BOJIHBI ¢ JAONYCTUMBIM OTKIOHEHHEM + 2
HM,

3 | Water / Boaa

3.1% wiw/3,1%

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

4 | Uniformity of dosage units /
OnHopogHoCTD
J03HPOBAHHA

53753

Acceptance value (AV) should be not more
than 15.0 / [Ilokazarens IPHEMIIEMOCTH
(AV) nomxkeu ObiTh He Oonee 15,0.

Remarks ; The Product confirms to ND/

Ilpumeuanue: IIpoAYKT COOTEETCTBYET Tpebopanusam HJI

Conclusion : APPROVED /
3aksouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

"Product : Cetrine film-coated tablets 10 mg
ITposyxr: LleTpun, TabieTku, MOKPLITLIE NeHOUHON 060n0Kai, 10 Mr

Batch No / B2402245 Batch Quantity / : 955 KG/
Cepus Ne O6beM cepum 955 KT" B
Analytical Report No / 2002FP24001682 Date of Analysis / 17-07-2024
| AnanuTuyecknii oruer Ne JlaTa ananusa
Date of Manufacture / : 06/2024 Date of Expiry / 05/2027
Jlata npou3BoACTBa I"onen 1o

Analysis performed according ND / Ananus npoeenen no HJT: TTNO13283/01-130723

onpeaeJeHue

99.5% / 99,5%

5 | Dissolution / PacTBopenne Unit-1/ Tabn.-1 100% Not less than 80% (Q) of the labeled amount
g i ° of C2|H25C1N203‘2HC1 (cetirizine
Bigi=onMabi=2 97% | dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 99% 80 % (Q) oT HOMMHAJIBHOTO COJiep KaHuUS
Unit-4 / Ta6n.-4 o79 | CulsCIN:0s-2HCl (neTpiita
’ ) muruapoxiopun) yepes 30 Mus.
Unit-5 / Tabn.-5 101%
Unit-6 / Tabn.-6 98%
6 |Related Impurities by HPLC/
PocTEeHHBIE TPHMECH
Impurity A / Ilpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6omnee 0,2 %
: 0.005%) / Huxe npenena s =
Impurity B / [Ipumecs B obHapyscerms (10 = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C / [Tpumecs C 0.01% /0.01% Not more than 0.2 % / He 6omnee 0,2 %
Impurity D / Ilpumecs D Not detected / He o6HapykeHa Not more than 0.2 % / He 6omee 0,2 %
Impurity E / ITpumecs E Not detected / He oGHapyskena Not more than 0.2 % / He 6ormee 0,2 %
Impurity F / [Ipumecs F 0.03% / 0.03% Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified || oq than Limit of Detection (LOD = Not more than 0.2 % / He 6oaee 0,2 %
impurity / Jltobas eaunuunas [ o1 5%) / Hivke npezena
HeUaeHTHHMIMPOBAHHAS obuapyxenus ([10 = 0,015%)
LRMECh 0.08% / 0,08%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
CymmMa npumecen
7 | Assay / Konnuecrsennoe 9.95mg/ 9,95 mr Not less than 9.0 mg and not more than 11.0

mg C,,H,5CIN,0O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr no 11,0 mr
C,,H,5CIN,O,-2HC1 (ueTupuzmHa
auruapoxjopun) B Tabnerke (ot 90 % mo
110 % oT HOMUHATBHOTO COACPKAHNSA).

Remarks : The Product confirms to ND/
IIpumeuanue: [poayxr coorBetcTBYET TpeGopanmsam HJI

Conclusion : APPROVED /
3aksrouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUHDOHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

pomyxr: LleTpuH, TabneTku, NOKPLITIC NCHOYHOHU oGonoukoif, 10 mr

Batch No / : B2402245 Batch Quantity / : 955KG/ )

Cepus Ne O6beM CepHH 955 KT’ N -
Analytical Report No / : 2002FP24001682 Date of Analysis / : o 17-07-2024

AHanutnueckuil oryet Ne Jlata ananusza

Date of Manufacture / : 06/2024 Date of Expiry / : 05/2027

Jlata npousBoiaCcTBa "oneH mo

Aunalysis performed according ND / Ananus nposeacu o HIT: TIN013283/01-130723

8 | Subdivision of tablets / Complies as prescribed /
OIHOPOIHOCTH MaCe NIPU CootsercTByeT TpeOOBaHNAM
JeJIEHHA TabJIETOK

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. /
Tabnerkn COOTBETCTBYIOT — TpeGoOBaHUAM,
ecin He Oonee 1 cauHuMuHas  Macca
oTiJIoHseTes 3a nipenensl 85 % - 115 % or
cpenHeit MAacchl. TaGnerkn He
COOTBETCTBYIOT TpebOBaHWSAM, ecnmu Golee
yem 1 MHAMBUIyalbHas MAcca OTKIIOHAETCH
OT 3THX TIpeAenoB  Wim, ecnd 1

WHAMBUAYaTbHAs Macca OTIJIOHAeTcs 3a
npenesnbl 75 % - 125 % ot cpenHel maccol,
9 |Microbiological purity* / MukpoGnoaoruyeckas yacrora®
a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obiee yucio He 6onee 1000 KOE/r
a3poBHBIX MUKPOOPTaHU3MOB
b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / Obee unciio He 6onee 100 KOE/r
JPOAOKEBBIX U TUIECHEBBIX
rpuboB
c) Escherichia Coli Not Applicable Shell be absentin 1 g/
Otcyrcteue B 1 1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [Iponyxr cooretcrayer Tpebopanmsm H/JI Zakmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

| Product : Cetrine film-coated tablets 10 mg

Ipoayxr: LleTpun, Tabierku, NOKPLITHIC INICHOYHOM! obonouxoit, 10 Mr

Batch No / B2402245 Batch Quantity / 1 955 KG/

Cepust Ne - O6bem cepuu 955 KT - |
Analytical Report No / 2002FP24001682 Date of Analysis / 17-07-2024

Ananurydyeckuii otyer No Jara aHanusa

Date of Manufacture / 1 06/2024 Date of Expiry / 05/2027

Jlara npoussojctsa Tonen no

Analysis performed according ND / Ananus npoeenes no HJI: TIN013283/01-130723

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 Dblisters and patient
information leaflet in a carton. / Ilo
10 TabJIeToK B
[BX/I1BJX//antoMmrHueBOM
6nucrepe. [lo 3 Gnucrepa Bmecre ¢
WHCTpyKiMeil M0 NPHMEHEHHIO
YNaKoBaHbI B 1a4Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabperok B
MBX/TIBJAX//amomuareBoM Gructepe. [To
2 yan 3 6auctepa BMECTE ¢ MHCTPYKUMEH No
NPUMEHCHHIO ~ YMaKOBaHbl B Had4ky
KapTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B coorsercreun ¢ HJ|

12 | Storage conditions /
Xpanenne

At temperature below 25 °C. / ITpu Temrniepatype He Bbilie 25 °C.

13 | Shelf life / Cpox roanocTu

3 years/ 3 roma

*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 / [Iposooumcs npouseodumenem npu ébinycke NEPUOOUUECcKU: Onsl
kaoicooti 20-0ii cepuu unu ne menee | pasa 6 200. Iloxazamens mooicem buimp He 6xmoven 6 Cepmuguram

ananuza upmel.

Remarks : The Product confirms to ND/

IIpumeuanne: Ilpoaykr coorsercTByer TpeboBanuam H/L

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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