Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
 Tponyxr: Lerpun, TabaCTKH, NOKPHITHIC ILIeHOYLOI 0bonotKkoii, 10 Mr

coated tablets with a break line on
one side. White core on cross section.
/ Kpyriisle TBOSKOBBITYKIIbIE
TabJIETKH, TIOKPHITHIE IJIEHOYHOM
obomoukoii Genoro 1MReTa, ¢ PHCKON
Ha oiHOH cTopoHe. Ha nomepeyHoM
paspese sanpo 6enoro 1BeTa.

Batch No / B2401038 Batch Quantity / © 955.000KG /
| Cepust Ne O6neM ceprn 955,000 KT" |
Analytical Report No / 2002FP24000886 Date of Analysis / ¢ 10-04-2024
Aunanurtuyeckuii oryet Ne Jara aHanu3a
Date of Manufacture / 03/2024 Date of Expiry / : 02/2027
Hara npousBoacTBa I'osnen o
Analysis performed according ND / Ananuns nposenes no HJI: II N013283/01-130723
Ne Test / IlokazaTens Result / PesyabTaThi Specification / Hopma
1 | Description / Onncanne White 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. / Kpyriple IBOSKOBBIMYKIEIE
TabIeTKH, TOKPBITHIE TIIIEHOYHOM
000j10uK0il Gemoro WIM TIOYTH O€JI0TO
1BeTa, ¢ pPUCKOll Ha oxHOW cropome., Ha
[OTICPEYHOM pa3pe3e AOpo OT 6enoro Ao
no4TH Oesoro 1BeTa.

Remarks : The Product confirms to ND/
Ipumevyanue: IIpoaykT cooTBeTcTBYET TpeOoparusm HJI

Conclusion : APPROVED /
3akmwovyenue; OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

| Product : Cetrine film-coated tablets 10 mg
| Ipouyir: Llerpus, TaGaerki, NoKPhITHIC IWICHO4LOH 06010KOH, 10 mr

Batch No / : B2401038 Batch Quantity / : 955.000 KG/
Cepmst Ne o Ob6nem cepuun 955,000 KI" -
Analytical Report No / : 2002FP24000886 Date of Analysis / : 10-04-2024
Ananuruyeckuii oruer Ne Jara adanuza
Date of Manufacture / 03/2024 Date of Expiry / ; 02/2027

| JlaTa npoussocrsa T'omen jo |

Analysis performed according ND / Ananu3s nposezes no HJI: 11 N013283/01-130723

2 [ Identification. Cetirizine / Ilopmunocrs. Llerupusnn

1. HPLC/B2XX

Complies as prescribed /
CoO0TBETCTBYET TPEOOBAHMAM

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 yaepxuBaHUA
OCHOBHOIO MHUKAa HAa  XpoMaTorpamme
HCOBITYEMOTO pacTBOpa JIOJIKHO
COOTBETCTBOBATH BPEMCHH  yICPXKUBAHU
OCHOBHOTO [HKa Ha XpoMaTorpamme
pacTBopa CTAHOApPTHOTO obpazua
EeTHPH3UHA THAPOXIIOPHIA (pazmen
«KonmuecTBeHHOE ONIPEAEICHHUEY).

2. UV spectrophotometry /
Yd-cniektpodoromMeTpus

Complies as prescribed /
CooTeeTcTBYeT 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®-cOoekTpsl
TIOTVIONICHUS. UCIILITYEMOTO0  pacTBopa U
pacTBopa CTaHIAPTHOTO obpasua
LeTUPU3HHA THApOXJIopUuAa B 00JNacTH OT
200 no 400 M MOMKHBI UMETh MAKCUMYMBI
TIOTTIOIICHUS TIPY OAHOW M TOH e IJIMHE
BONHBI C JOIYCTHMBIM OTKJIOHEHHEM + 2
HM.

3 | Water / Boaga

2.8% wiw /2,8%

Not more than 8.0 % / He Goiee 8,0 %

4 | Uniformity of dosage units / 1.8/1,8 Acceptance value (AV) should be not more
OaHOPOHOCTH than 15.0 / [lokasarens IPUEMIEMOCTH
JI03UPOBAHUS (AV) pomxen 661 He 6onee 15,0.

5 | Dissolution / PacTBopenue Unit-1/ Tabmn.-1 98% Not less than 80% (Q) of the labeled amount

== . = of  C,H,sCIN,0;-2HCI (cetirizine
Uit T2 a5 dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6u.-3 96% 80 % (Q) OT HOMHHAJIBHOTO COXEPKAHU
Unit-d / Taon. A 08% C,H,5CIN,05-2HCI (uerupusunaa
ournapoxiaopun) depes 30 MuH.
Unit-5 / Tabmn.-5 99%
Unit-6 / Tabn.-6 99%

Remarks : The Product confirms to ND/

ITpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axinoyenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIHU3A

Product : Cetrine film-coated tablets

10 mg

Oponaykr: LleTprn, TabIeTkH, MOKPHIThIE NICHOYHONH 060n04KOH, 10 Mr

Batch No / B2401038 Batch Quantity / : 955.000 KG/
| Cepust Ne O0BbEM CcepHH 955,000 KI"

Analytical Report No / 2002FP24000886 Date of Analysis / 10-04-2024
_Aunanutudeckuid otyeT No Jara ananusa

Date of Manufacture / 03/2024 Date of Expiry / 02/2027

Jara npovsBoacTBa Fonen no -

Analysis performed according ND / Ananu3s nposeznex no HII: I1 N0O13283/01-130723

6 |Related Impurities by HPLC/
PoacrBeHnbIe IPUMECH

Impurity A / Ilpumecs A

Less than Limit of Detection (LOD =

Impurit}7 B/ IIpumecs B

0.005%) / Huxe npeaena
obuapyxenus (I10 = 0,005%)

Impurity C / Ipumecs C

0.01% /0,01%

Impurity D/ TTpumecs D

Not detected / e obnapyxena
Not detected / He oGHapyxeHa

Impurity E / [Tpumecs E

|

Impurity F / ITpumecs F

I.ess than LOQ (LOQ = 0.023%) /
Hinxe npejieyia KOIMYECTBEHHOTO
ompeaeneuns (ITKO = 0,023%)

Any individual unidentified
impurity / Jlro6as enunHnYHas
HeuAeHTUGHIIHPOBaHHAS
TpHMeECh

Not detected / He oOHapykeHa
0.05%/0,05%

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

Not more than 0.2 % / He 6o1ee 0,2 %

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

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

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

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

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

Total impurities /
Cymma npuMecei

0.1% /0,1%

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

7 | Assay / Kosim4ecTBeHHOE
ompejesienme

10.06 mg / 10,06 Mr
100.6% / 100,6%

Not less than 9.0 mg and not more than 11.0
mg C,,HysCIN,O;-2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mMr g0 11,0 Mr
C,H,5sCIN,0;-2HCI (nerupuznHa
jquruapoxiaopun) B tabierke (ot 90 % mo
110 % OT HOMHHAIBHOI'O COJIEPIKAHUS).

8 | Subdivision of tablets /
OnHopoAHOCTHL Mace NMPH
JeJIeHUH Ta0JIeTOK

Complies as prescribed /
CooTBETCTBYET TpeOOBAHMAM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % ta 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. /
TabneTkd COOTBETCTBYIOT —TpeOOBaHUM,
ecd nHe Oosee 1 eaMHWYHAs Macca
oTKJIOHsETCs 3a mpedenst 85 % - 115 % or
cpeHeER MAacCCHI. Tabnerkn HE
COOTBETCTBYIOT TpeOOoBaHUAM, eciu Gomee
yeM | MHAMBHAY&JIbHAs Macca OTKIOHSETCS
OT OTMX TpCACIOB  MiM, ecnH 1
WHUBHAYyaNbHAS Macca OTKIOHAETCA 3a
upesenst 75 % - 125 % ot cpeaHeit Maccel.

Remarks : The Product confirms to ND/
ITpumevanue: ITponyxr coorBeTcTBYeT Tpeboanusam HJL

Conclusion : APPROVED /
3aiarouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Hponykr: Llerpun, TabncTiKn, NOKPHITHIC MICHOYHOH 0605104K0#, 10 MP

Batch No / B2401038 Batch Quantity / : 955.000 KG/
CepuaNe O6neM cepun 955,000 KI"
Analytical Report No / 2002FP24000886 Date of Analysis / 10-04-2024
AxanuTuaeckuii oryer Ne Jara ananusa
Date of Manufacture / 03/2024 Date of Expiry / 02/2027

| JlaTa npoM3BoACTBa I'oneH no -

Analysis performed according ND / Ananu3 nposenet o HII: [1N013283/01-130723

9 Microbiological purity* / Mukpo6uonornyeckast 4ucrora*
a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obinee 4yucio He 6onee 1000 KOE/r
a3p0o6HBIX MUKPOOPIaHH3MOB
b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / Obuiee uncno He Gonee 100 KOE/r
JIPOSOKEBBIX M I1JIECHEBBIX
rprboB
c) Escherichia Coli Not Applicable Shell be absentin 1 g/
OrcyrctBue B 1 T
10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 2 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / Ilo |in a carton. / [lo 10 Tabnerox B
10 Tabierox B | IBX/TIBJAX//airomMmunnesom Onuctepe. Ilo
[BX/TIBAX//aitoMInHUCBOM 2 wnn 3 bnucrepa BMECTe ¢ HHCTPYKIMEH Mo
onucrepe. [lo 2 Guucrepa BMecTe € | IPUMCHEHHIO  YNAKOBaHWBRl B TadKy
HHCTPYKUHMEH 1o  NPHMEHCHHIO | KApTOHHYIO.
YMAKOBaHbl B TAYKY KAPTOHHYIO,
11 | Labeling / MapxupoBka According to ND / B cootBetcTBuM ¢ H]]
12 | Storage conditions / At temperature below 25 °C. / TIpn remnepatype He Boiwie 25 °C.
XpaHeHnne
13 | Shelf life / Cpox roanocTn 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 / [Ipo6odumes npou3e00UmMenem npu BolnYCke NEPUOOULECKU. O
kasicooti 20-oti cepuu unu ne menee 1 pasza 6 200. Iloxazamens mosicem 6oimb ne exniouer 6 Cepmuguxam

avanuza gupmol.

Remarks : The Product confirms to ND/
ITpumeyanne: IIponykT cooTBeTCTBYET TpebosaHuam 1/

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
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