uUlicurigqouieu vopy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTH3A

Product : Cetrine film-coated tablets 10 mg
Mpoayxt: Lietpyn, TabaeTkn, NOKPHITHE NNCHOUHOH obonoukon, 10 Mr

Batch No / . B2400736 Batch Quanlity / © 955.000 KG /
Cepus No O6neM cepnn 955,000 KI"
Analytical Report No / : 2002FP24000818 Date of Analysis / t 29-03-2024
AHanuTrueckuii oruaet Nu Jlara ananusa

Date of Manutacture / . 03/2024 Date of Expiry / ¢ 02/2027
Jlara npou3BOACTBA [ozicH 10

Analysis performed according ND / Ananus nposeaen o HJI; TIN013283/01-130723

Ne Test / [loxazaTesb Result / Pe3ynbTaTel

Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriibie JBOSIKOBBIITYKJIbIE
TabNETKY, TOKPHITHIE INICHOYHOH
060J104KO0# OEI0TO LBETA, C PUCKOM
Ha 0j1HOM cTopoHe. Ha nonepeynom
paspeae sapo 6enoro uBeTa.

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. / Kpyriasle  QBOSIKOBBITTYKIIBIC
TabIeTKy, NOKPBITHIC IJIEHOYHOMN
0007104KOM O€Ioro MMM MOoYTH OEIoro
I[BETA, C PUCKOM HAa OJHOM cropoHe. Ha
TIONCPEYHOM paspese SAAPo ot Oenoro Ko
rouTty 6eJIoro 1BeTa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poaykr coorercrByeT Tpebosanusm HJL Jaxmouenune: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Mpoayicr: Llerpun, TabaeTki, OKPHITHIC IUICHOYHOH 060104K0MH, 10 Mr

Batch No / : B2400736 Batch Quantity / - 955.000 KG /
Cepust Ne O6beM cepun 955,000 KI”
Analytical Report No / 1 2002FP24000818 Date of Analysis / : 29-03-2024
Ananurnueckuii oruer Ne Jara ananusa

Date of Manufacture / 1 032024 Date of Expiry / v 02/2027
Jata npousBoacTsa ['oacH 10

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

2 | Identification. Cetirizine / [lognmuanocTe. LleTupusun

1. HPLC/B3OXX

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 yaepskuBaHus
OCHOBHOTO IHKa HAa  XPOMATOrPaMMe
HCITBITYEMOTO pacTBopa JOJDKHO
COOTBCTCTBOBATh BPEMCHH  yACPIKHBAHUS
OCHOBHOTO MNHKa Ha  XpOMaToOrpaMme
pacTBOpa CTaHAAPTHOTO obpasna
LETHPU3HHA THAPOXJIOpUAA (pazmen
«KoH4eCTBEHHOE OIPEAETICHUCY).

2. UV spectrophotometry /
VY ®-crnexrpodoTomeTpus

Complies as prescribed /
CooTBeTcTBYET 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. / Y®d-cnekrpsr
MOTJIOIICHUS HMCOBITYEMOTO PacTBOpa U
pacTBopa CTaHAAPTHOTO obpasua
LETHPU3MHA THAPOXJopHaa B O0NacT# OT
200 no 400 M DOJLDKHBI UMETh MaKCHMYMEI
[OrJIOUICHUS TIPH OJHOM M TOH K€ AJIMHE
BOJHBI C JOIYCTHMBIM OTKIIOHEHHEM * 2
HM.

3 | Water / Bona

2.4% wiw /2,4%

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

4 | Uniformity of dosage units /
OaHopoaHOCTH
A03HPOBAHHS

3.2/3,2

Acceptance value (AV) should be not more
than 15.0 / Tlokasarens HPHEMIEMOCTH
(AV) momxen 6uiTh He Oonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: [Ipoaykr coorsercryer TpeGoBanmsim HIT

Conclusion : APPROVED /
Zaxmouenue: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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UnHouligulicu wvoupy

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIHM3A

Product : Cetrine film-coated tablets 10 mg
Mpoaykr: Lietpun, TabaeTki, NOKPHITHE IICHOYHOH obonoukoii, 10 Mr

Batch No / B2400736 Batch Quantity / 1 955.000 KG /

Cepust Ne 0O6BeM cepiu 955.000 K[

Analytical Report No / 2002FP24000818 Dale of Analysis / 29-03-2024

Ananuruucckuii otaeT No Jara ananusa

Date of Manufacture / 03/2024 Date of Expiry / 02/2027
'_D,aTa MPOH3BOJACTBA l'oaen po

Analysis performed according ND / Anamus nposeaes no HJT; TIN013283/01-130723

onpeaesicHue

101.2% /101,2%

5 | Dissolution / PacTBopenne Unit-1/ Ta6m.-1 98% Not less than 80% (Q) of the labeled amount
. i Y of C2|H25C]N203 -2HCI (cetirizine
Unit-2 / Tabn.-2 98% | Jihydrochloride) after 30 min. / He meree
Unit-3 / Tabn.-3 103% 80 % (Q) OoT HOMHHAIBHOIO COAEPIKAHUS
- C21H25CIN203'2HC1 (I_[eTI/IpI/I?:I/IHa
Unit-4 / Tabn.-4 100% AETHApOXIOpH) wepes 30 M.
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 97%
6 |Related Impurities by HPLC/
PojcreenHbie npHMecH
Impurity A / Ilpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6omnee 0,2 %
. 0.005%) / Hwxe mpeaena 5 :
Impurity B / ITpumecs B obuapysxerms (T10 = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ ITpumecs C Not more than 0.2 % / He 6omnee 0,2 %
= 0,
Impurity D / [Ipumecs D I&ess than LOQ(LEQSRN0%,) / Not more than 0.2 % / He 6onee 0,2 %
WKE TIpeeiia KOJMIECTBEHHOTO
Impurity E / ITpumecs E onpeaenenus (ITIKO = 0,010%) Not more than 0.2 % / He 6onee 0,2 %
Impurity F / [Tpumecs F Not detected / me 06HapysxeHa Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | Not detected / ne oGHapyseHa Not more than 0.2 % / He 6omnee 0,2 %
impurity / Jlrobast eguHuIHAA |  03% / 0.03%
HEHUACHTH(DHITHPOBAHHAS .
PUMECh Not detected / He oOHapy>xeHa
0.06% / 0,06%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He Gonee 2,0 %
Cymma npumece it
7 | Assay / KonuuecTBeHHOe 10.12 mg/ 10,12 mr Not less than 9.0 mg and not more than 11.0

mg C2]H25C1N203 -2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C21H,5sCIN,O5-2HCI (ueTuprsuHa
muruapoxiopun) B Tabnerke (ot 90 % gno
110 % OT HOMHHAJIPHOTO COJACPIKAHMS).

Remarks : The Product confirms to ND/
ITpumeuanne: [Tpoaykr cootBeTcTBYET TpeboBaHMsAM HJL

Conclusion : APPROVED /
Zaxmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uliculiuvounecu woupy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
Mpoavicr: Llerpun, TabneTky, NOKPHITHIE IICHOUHOM 06ono4Kkoi, 10 Mr

Awnanurnueckuit otuer Ne

Batch No / B2400736 Batch Quantity / 1 955.000 KG /
Cepus Ne O6beM cepun 955,000 KI'
Analytical Report No / 2002FP24000818 Dule of Analysis / . 29-03-2024

Jlara ananusa

Date of Manufacture /
| JlaTa mpou3BoACTBa

03/2024 Date of Expiry / : 02/2027

l'open oo

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

8 | Subdivision of tablets /
OaHOpPOJHOCTL MACC NPH
JleJICHHH 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 % 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 — TPeOOBAHMSM,
ecii He Oonee 1 eaunuuHas Macca
OTKNOHACTCA 3a mpeaeisl 85 % - 115 % or
cpeaHeH MAacCBhl. Tabnerxu HE
COOTBETCTBYIOT TpeOOBaHUsIM, ecnu Oonee
yeM | MHAMBUIYATbHAS Macca OTKIOHIETCS
OT 3THX TPeJenoB  wiM, ecau |
WHAMBUAYAJIbHAS Macca OTKIOHAeTCS 3a
npexaest 75 % - 125 % ot cpeaneii Maccsl.

9 |Microbiological purity* / MukpoGuosiornyeckas 4ucToTa*

a) Total Aerobic Microbial
Count / Ob1mee uucno
a3pOoOHBIX MUKPOOPTaHU3MOB

Not Applicable

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast and
moulds count / O6uee yucno
APONOKEBBIX U IJICCHEBBIX
rpuboB

Not Applicable

Not more than 100 CFU/g /
He Gonee 100 KOE/r

¢) Escherichia Coli

Not Applicable

Shell be absentin 1 g/
OrcyrctBue B 1 1

Remarks : The Product confirms to ND/
Mpumeuanue: ITpoaykr coorBeTcTBYeT TpeOOoBanmsam HJL

Conclusion : APPROVED /
Zakmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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UTILCULILTUIIEU WUPY

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Mpoayxr: Llerpun, TabneTkn, NOKPHIThie IUICHOUHOH 0Gonoukoii, 10 Mr

Batch No / B2400736 Batch Quantity / : 955.000 KG /
| Cepust Ne O6beM cepunt 955,000 KI'

Analytical Report No / 2002FP24000818 Dute of Analysis / 29-03-2024

AnanuTadeckui oTyeT No Jlara ananusa

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

Jlata npousBoacTea ['oacH 10

Analysis performed according ND / Ananus nposeaen o HJ[: TIN013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Io
10 TabaeTox B
TBX/TIBX//amroMmuHuECBOM
omuctepe. [lo 2 Gnucrepa BMECTE C
UHCTPYKIMEH 1O  HPHMECHEHHIO
YIAKOBAaHBI B IIAYKY KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 TabgeTox B
IMBX/TIBAX//anromuaueBom Gnuctepe. o
2 unu 3 GnucTepa BMECTE C MHCTPYKIHCH 110
NPUMCHCHHIO  YMAKOBaHBI B [IAYKY
KapTOHHYIO.

11 | Labeling / MapkupoBKa According to ND / B cootBercTeun ¢ HJ|

12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype ue Boime 25 °C.
XpaHeHue

13 | Shelf life / Cpok rognocTn 3 years / 3 roga

*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 / ITpoeoOumcs npouszsooumenem npu 8bINYcKe NEPUOOUECKU: ONs
kaxcooti 20-oti cepuu unu He menee 1 pasa ¢ 200. 1lokasamens movicem 6vims He exnoyer 6 Cepmugpuxam

aHanusa QupmbL.

Remarks ;: The Product confirms to ND/
HMpumeuanue: IIpoayxr cooTBeTcTBYCT TPeOOBaHmsiM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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