Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

Product ; Cetrine film-coated tablets 10 mg
| lpoaykr: IerpuH, TabneTky, NOKPhIThIC MJ1EHOYHOH 060a0uKoiH, 10 mr

Batch No / : B24004381 Batch Quantity / : 955.000 KG/
Cepus Ne O6bem cepun 955,000 KT'
Analytical Report No / 2002FP24000410 Date of Analysis / 0 21-02-2024
AHannrrieckui oTueT Ne Jlara ananuza

Date of Manufacture / 02/2024 Date of Expiry / . 0172027
Jlata npousBoicTea T'osieH o

Analysis performed according ND / Ananus nposezgen mo H/T: [1N013283/01 dt 13.07.2023 /
[1N013283/01 or 13.07.2023

No

Test / Ilokazaresn

Result / PesyabTarnl

Specification / Hopma

1

Description / Onncanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrible ABOAKOBBINYKIIBIE
TabaerKu, NOKPbITHIE MIEHOYHOH
o6Gonoukoii 6enoro LpeTa, ¢ pUCKO#
Ha oJiHOl cTopoHe. Ha ronepeynomM
paspese saapo 6eioro uBera.

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. / Kpyrnele ABOSKOBBIMyKIIBIE
TabeTKHY, NOKPbITHIE JIEHOYHOI
obonoukoit 0Gesoro wiaKM rnoutu  Gesoro
LIBETa, C PUCKOHM Ha OJHOM cropoHe. Ha
MOTIEPEYHOM pa3pese AOpo or Geroro mo
TIOYTH O€eJIoro IBeTa.

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponyxr cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

Hpoayxr: LleTpuu, TabneTku, NOKPbITbIE NICHO4HOH 060104KOH, 10 Mr

I1N013283/01 ot 13.07.2023

Batch No / : B2400481 Batch Quantity / : 955.000 KG/
Cepust Ne O6bem cepuu 955,000 K[
Analytical Report No / © 2002FP24000410 Date of Analysis / o 21-02-2024
Ananurnuecknii otueT No JlaTa aHanu3za
Date of Manufacture / . 02/2024 Date of Expiry / . 0172027

| Jlara npou3ssoacTsa T'open Jj10

Analysis performed according ND / Ananus nposenen no HJT: I1N013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / Hogmunoctp. Iletupusun

1. HPLC/B2XX

Complies as prescribed /
CooteercTByeT TpebOBaHUIM

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 ynepxupanus
OCHOBHOTO MHKa Ha  Xpomarorpamme
UCTIBITYEMOTO pacTBopa JOIDKHO
COOTBETCTBOBATh BPEMEHH  YJepKHBaHHS
OCHOBHOTO MNHMKA HAa  XpoMaTorpamMme
pacrBopa CTaHAAPTHOrO ob6pasiia
LETHPU3HMHA THAPOXJIOPUAA (pasgen
«KonuyecTBeHHOE OMPEACICHUEY).

2. UV spectrophotometry /
Y®-cnekrpodoromerpus

Complies as prescribed /
CooteercTByeT TpeGOBaHUAM

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®-cnektps
MOTTIONIEHM MCHIBITYEMOTO  pacTBopa M
pactBopa CTaHapTHOrO obpasua
LIETHPU3MHA TUAPOXIOpUAA B oBnactu ot
200 g0 400 HM JOSIKHBI UMETB MAaKCUMYMBI
MTOTJIOLICHUS TP OIHOM M TOW K& UIHHE
BOJHBI ¢ JOIYCTHMBIM OTKJIOHCHHEM =+ 2
HM.

3 | Water / Bopa

3.6% w/w /3,6%

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

4 | Uniformity of dosage units /
OaHopoaHoOCTh
HAO3HPOBAHUS

1.4/1,4

Acceptance value (AV) should be not more
than 15.0 / Tlokazarenb mnpuemiIeMocTH
(AV) nomxkeH 65T He Gonee 15.0.

Remarks : The Product confirms to ND/

Ipumeuanue: [IponykT cooTBeTcTByeT TpeboBanusaM HJJ

Conclusion : APPROVED /
3axmiouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
| [poaykr: LleTpuH, TabieTku, NOKPbITbIE NIEHOYHOA 060104KO#H, 10 Mr

Batch No / . B2400481 Batch Quantity / : 955.000 KG/
Cepus Ne O6beM cepum 955,000 KT
Analytical Report No / 2002FP24000410 Date of Analysis / ©21-02-2024
AHATUTHYECKUHN oTUEeT No Jlara ananusa

Date of Manufacture / 02/2024 Date of Expiry / - 01/2027
Jata npoussojcTea Toneu no

Analysis performed according ND / Ananus nposeaen mo HJT: [1 N013283/01 dt 13.07.2023 /
I1N013283/01 ot 13.07.2023

PoxcrBennbie NpUMECH

5 | Dissolution / PacTBopenne Unit-1/ Tabn.-1 100% Not less than 80% (Q) of the labeled amount
— i = of  CyH,5CIN,05-2HCI (cetirizine
RS, Tddi=2 S dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 98% 80 % (Q) oT HOMMHANBLHOIO coaepKaHus
Ullit-4 / Ta6n—4 99% C2|H25C1N203'2HC1 (LleTMpM3MHa
auraapoxiiopun) yepes 30 Mum,
Unit-5 / Ta6n.-5 98%
Unit-6 / Tabn.-6 100%
6 |Related Impurities by HPLC/

Impurity A / TTpumecs A Less than LOQ (LOQ =0.019%) / Not more than 0.2 % / He 6onee 0,2 %
. Huke npejiena KOJHMUECTBEHHOTO = 5
Impurity B / IIpumecs B onpenenenus (KO = 0,019%) Not more than 0.2 % / He 6omnee 0,2 %
Impurity C / ITpumecs C 0.03% / 0.03% Not more than 0.2 % / He 6onee 0,2 %
Impurity D / [Ipumecs D Not detected / e 06Hapysena Not more than 0.2 % / He 6onee 0,2 %
Impurity E / I[lpumecs E Not detected / He oBHapyKeHa Not more than 0.2 % / He 6omee 0,2 %
Impurity F / TIpumecs F 0.04% / 0.04% Not more than 0.2 % / He Goaee 0,2 %
Any individual unidentified | Not detected / He oBHapyKeta Not more than 0.2 % / He Gonee 0,2 %
impurity / JliobGas eauHuuHas . .
HEUASHTUPNLMPOBAHHAS 0.08% /0,08%
TpHMeECH
Total impurities / 02%/0,2% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumeceit
7 | Assay / KosiuuecTBeHHoe 10.00 mg / 10,00 mr Not less than 9.0 mg and not more than 11.0
onpenenenue o o mg C,1H,5CIN,O5-2HCI (cetirizine
1001.05%6: 100,01z, dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr oo 11,0 mr
C21H25C1N203 -2HC1 (LleTlel/B HWHa
auruapoxstopun) B tabnerke (ot 90 % jno
110 % oT HOMHHANBHOTO COEPIKAHMA).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: lponykr cooTBeTcTBYeT TpeboBanusM HJI 3akmouenne: OJJOEPEHO
WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Ipoaykr: IleTpuH, TabNETKH, NOKPBITbIE NIEHOUHON 00010UKOH, 10 mr

Batch No / . B2400481 Batch Quantity / : 955.000 KG/
Cepus Ne O6bem cepun 955,000 KT'
Analytical Report No / 2002FP24000410 Date of Analysis / 21-02-2024
AHanuTHueckuit oTuet Ne Jlata aHanu3a

Date of Manufacture / 02/2024 Date of Expiry / 01/2027
Jara npouzeojcTea ToneH 10

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananu3 nposeznen o HJT: 11 N013283/01 dt 13.07.2023 /

8 | Subdivision of tablets /
OaHOpOaAHOCTH Macc NMpH
JAeJIeHHH Ta0leTok

Complies as prescribed /
CooteTcTBYET TPpeOOBAHUAM

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. /
TabneTkl COOTBETCTBYIOT TpeGOBaHHUAM,
ecniu He Oonee 1  eavHMunas  macca
oTknoHseres 3a npeaenst 85 % - 115 % or
cpeaneii Macchl. TaGnerku He
COOTBETCTBYIOT TpeGOBaHMAM, ecium Oosee
YyeM | MHIMBHTyanbHAs Macca OTKITOHAETCS
OT O3THX TpeAenoB Wmm, ecnn 1
WHIMBHIyalbHas Macca OTKIIOHSeTcs 3a
npeaenst 75 % - 125 % ot cpeaHeii Maccsl.

9 [Microbiological purity* / Mukpo6uoslorugeckan YucTora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Ob1ee guncio He 6onee 1000 KOE/r
a3pOOHBIX MEKPOOPTaHH3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6uiee ynco He 6onee 100 KOE/r
JNPOAOKEBBIX M MJIECHEBbIX

rpu6os

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

OtcyrctBue B 1 1

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykTt cooTBeTCTBYET TpeboBaHusIM HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

 Tpoayxr: HerpuH, TabaeTKH, NOKPbITIE NJIEHOUHOH o6onoukoii, 10 mr
Batch No / . B2400481 Batch Quantity / : 955.000 KG/
Cepus Ne O6bem cepuu 955,000 KI'
Analytical Report No / 2002FP24000410 Date of Analysis / 21-02-2024
AHanurnuecknii oTuet Ne Jlara aHanuza |
Date of Manufacture / 02/2024 Date of Expiry / 01/2027
Jara npoussojicTRa Touex 1o

Analysis performed according ND / Ananus nposeznet mo HJI: [1N013283/01 dt 13.07.2023 /

11N013283/01 ot 13.07.2023

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3  blisters and patient
information leaflet in a carton. / Ilo
10 TabneTok B
TIBX/TIBIX//antomrumreBom
6nucrepe. [lo 3 Onucrepa BMecTe C
WHCTPYKUHEH MO  IPUMEHEHHIO
YMaKOBaHbI B Ma4Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
m a carton. / Ilo 10 Tabnerox B
NMBX/MBIOX//aomunuesom Gaucrepe. Tlo
2 win 3 6McTepa BMECTE C MHCTPYKLIMEN 110
NPUMEHEHHIO  YNaKOBaHBl B Ma4Ky
KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B cootBeTcTBUM ¢ H/

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

13 | Shelf life / Cpok roanoctu 3 years /3 rozga

*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 npouzsooumenem npu 6blnyCcKe NEPUOOUECKHU. O
xadicooil 20-oii cepuy unu He menee 1 paza ¢ 200. [oxkazamenv modicem 6uims ne exmouern @ Cepmuguram

ananuza Qupmol.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBaHHAM HJT

Conclusion : APPROVED /
3akmouenne: OJJOEPEHO
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