CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

[Ipoxykrt: LleTpuH, TaONETKH, MOKPBITHIE TNIEHOYHOM 060104k, 10 MT

Batch No / B2403886 Batch Quantity / 1 955KG/
Cepus Ne O6bem cepuu 955 KI'
Analytical Report No / : 2002FP24002923 Date of Analysis / 30-11-2024
AHamTHIecKui oTyeT No Jlata ananuza

Date of Manufacture / 10-2024 Date of Expiry / 09-2027
JlaTa npou3BOACTBA T"omen mo

Analysis performed according ND / Aranuz nposenen mo HJI: I N013283/01-130723

Ne Test / IlokazaTens

Result / PesyabTaThl

Specification / Hopma

Uncontrolled Copy

1 | Description / Onucanme

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ KpyTiete JBOSKOBLIIYKIEIE
TaBNeTKH, MOKPBITEIC IEHOTHOM
obonoukoif Gemoro nBeTa, ¢ pUCKOH
Ha OfHOH cTopoHe. Ha monepednom
paspese a1po 6enoro 1Bera.

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 ABOSKOBEITYKILIE
tabnerku, MOKPBITEIE TIJIEHOYHOM

000N0YKOi ©eoro WIM TOYTH Oenoro
UBETa, C PUCKON Ha omHOH cTopoHe. Ha
TIONIEPEYHOM pa3pese AApo OT Genoro mo
TTOYTH OEJIOTO 1BETA.

Remarks : The Product confirms to ND/

TMpumeuanwue: IIpoaykr cooTreTcTBYET TpeGoBanmsam HJT

Conclusion : APPROVED /
3akawvenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
ITpoayxt: LleTpyH, TabNeTKH, TOKPLITHIE INIEHOYHOH 060m0uKoit, 10 Mr

Batch No / B2403886 Batch Quantity / 1 955KG/
Cepus Ne Ob6bemM cepun 955 KI'
Analytical Report No / : 2002FP24002923 Date of Analysis / 1 30-11-2024
AHanuTidecknii otder Ne JlaTta ananunsa

Date of Manufacture / 10-2024 Date of Expiry / : 09-2027
JlaTa npon3BOICTBA Togen g0

Analysis performed according ND / Anamuz nposener no HJI: IT N013283/01-130723

Uncontrolled Copy

2 [ Identification. Cetirizine / HHoamunnocts. leTupnznn

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"). / BpeMms ypmepXuBaHus
OCHOBHOTO IIHKA HA  XpOMATOrpaMme
HCTIBITYEMOTO pacrBopa IOJKHO
COOTBETCTBOBATh BPEMERH YAEpKHUBAHHS
OCHOBHOTO TIHKa Ha  XpPOMarorpamme
pactBopa CTaHJapTHOTO obpasua
LETUPH3UHA THIAPOXIIOpHAA (paznen
«KonnuecTBeHHOE onpenesieHie»).

2. UV spectrophotometry /
Y®-cnexrpodoromeTpus

Complies as prescribed /
CooTBeTcTBYyeT TpeOGOBaHHAM

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. / Vd-cnexrps!
HOTJIOMIEHAS] UCIBITYEMOr0 pacTBopa H
pacTBopa CTaHAapPTHOTO obpazua
UETHPU3UHA [HOPOXIOpUAA B 006macTH oT
200 po 400 HM NOTKHE! UIMETH MAKCHMYMBI
HOTJIOMICHUS TIpH OXHOM W TON e IITHHE
BOJIHBI C JOMYCTHMBIM OTKJIOHEHHEM + 2
HM.

3 | Water / Boga

3.1% wiw/3,1%

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

4 | Uniformity of dosage units /

OxnopoaHocTL
J03HpPOBAHHUSA

54/54

Acceptance value (AV) should be not more
than 15.0 / IlokasaTent TNpPHEMIIEMOCTH
(AV) nomxen ObIT He Gonee 15,0.

5 | Dissolution / PacTBopenue

Unit-1 / Ta6mn.-1 98%
Unit-2 / Tabn.-2 98%
Unit-3 / Ta6n.-3 100%
Unit-4 / Tabn.-4 101%
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 7%

Not less than 80% (Q) of the labeled amount
of  C,H35CIN,O;-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMMHANEHOIO COAEPXAHWS
C2|H25C1N203'2HC1 (neTnpmnHa
JUTHApOXIIopUR) depe3 30 MuH.

Remarks : The Product confirms to ND/

IMpumeuanue: TIpoayKT cooTBeTCTBYET TpeboBanusaM HII

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

CEPTHOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

[MponykT: LleTpun, TabNeTKH, MOKPHITHIE TUIEHOYHOM 060n049Ko0ii, 10 Mr

Batch No / : B2403886 Batch Quantity / : 955 KG/
Cepus Ne 0O6vem cepun 955 KI'
Analytical Report No / . 2002FP24002923 Date of Analysis / © 30-11-2024
AHATHTHYECKNH oT4eT No Jata ananuza

Date of Manufacture / : 10-2024 Date of Expiry / ¢ 09-2027
Jlara mpou3BoacTBa Togew 10

Analysis performed according ND / Aramu3 nposenen no HJI: TT N013283/01-130723

6 |Related Impurities by HPLC/
PogcTBeHHBIE NpHMecH

Impurity F / [Ipumecs F

Any individual unidentified

0.08%

Impurity A / Ilpumecs A Not detected / He o6Hapyxkena
Impurity B / ITpumecs B Less than LOQ (LOQ = 0.010%) /
- Hwuxke nmpenena Koau4aecTBEHHOTO
Impurity C / Ilpmvecs C onpenenenns (IIKO = 0,010%)
Impurity D / TIpumecs D Less than LOQ (LOQ = 0.017%) /
Impurity E / IIpumecs E Husxe npenena KONHYECTBEHHOIO

onpenenenus (ITKO = 0,017%)
Not detected / He obHapyxena

impurity / Jio6as egpanunas | 0.03%/ 0,03%

HEMICHTHOUUNPOBAHHAL Less than LOQ (LOQ = 0.041%) /
FPAMECE Huxe npenesia KOIMY4ECTBEHHOTO
onpenenenus (ITKO = 0,041%)

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

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

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

/0,08%

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

Total impurities /
Cymma npumMmecett

0.2%/0,2%

Not more than 2.0 % / He 6omnee 2.0 %

Uncontrolled Copy

7 | Assay / KonuuecTBeHHOE
omnpeeseHne

10.03 mg/ 10,03 mr
100.3% / 100,3%

Not less than 9.0 mg and not more than 11.0
mg C;1H,5CIN,O;-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr mo 11,0 mr
C,1H,5CIN,O5-2HCI (ueTupusuna
JuruApoxnopun) B Tabnetke (ot 90 % mo
110 % OT HOMUHATIEHOTO COEPIKAHUS).

Remarks : The Product confirms to ND/

Tpumeuanue: TTpoAyKT coOTBETCTBYET TpeboRannaM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

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

CEPTUDUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

IMponayxrt: IeTpuH, Ta0NETKH, TOKPHITHIE TIEHOYHO 060104uKkoi, 10 Mr

Batch No / B2403886 Batch Quantity / 1 955KG/
Cepus Ne Obwem cepuu 955 KI'
Analytical Report No / : 2002FP24002923 Date of Analysis / 30-11-2024
AHATATHYECKHH oT4eT No Jlata ananuza

Date of Manufacture / 10-2024 - Date of Expiry / 09-2027
Jlata npou3BOACTBa T'ogmen o

Analysis performed according ND / Aranu3 nposenen o HJ[: TI N013283/01-130723

8 | Subdivision of tablets /
OanopoanocTs Mace Npu
JieIeHuU TadJIeToK

Complies as prescribed /
CooTBeTCTBYET TpeGOBAHIIM

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 | individual mass is outside the limits
of 75 % to 125 % of the average mass. /
Tabuerkd  COOTBETCTBYIOT —TpPeSOBAHUAM,
ecin He Oomee 1 enunuuHas Macca
OTKIIOHAETCA 32 npeznenst 85 % - 115 % ot
cpenHeit MAacchl. Tabnerku HE
COOTBETCTBYIOT TpeOOBaHMAM, eciii Golee
yeM | MHIHBHAYyalTbHAs Macca OTKIOHSETCs
OT OTHX TpefenoB wWmM, ecma 1
WHOUBHAYyalbHas Macca OTKIOHAeTCA 3a
npegenst 75 % - 125 % ot cpenHeit Macchl.

Uncontrolled Copy

9 |Microbiological purity* / Mukpo6uosoruyeckas yncrora*®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Ofmee gucio He 6onee 1000 KOE/r
a3pOOHEIX MHKPOOPTaHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / Ob1iee qucno He Gonee 100 KOE/r
IPOYKEBBIX W IUIECHEBBIX

rpubon

¢) Escherichia Coli Not Applicable Shell be absent in 1 g/

OtcytctBHeB I T

Remarks : The Product confirms to ND/

Ipumeuanue: ITpoaykT cootBeTcTBYET TpebGoranvsm HJI

Conclusion : APPROVED /
Jamovenue: OJIOGPEHO

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

CEPTHOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
IMpoaykt: IeTpuH, TabneTKH, NOKPHITHIE MIIEHOYHO#H 0605104KO#H, 10 M

Batch No / B2403886 Batch Quantity / : 955 KG/
Cepust Ne O6bem cepuu 955 KI'
Analytical Report No / : 2002FP24002923 Date of Analysis / 30-11-2024
AHanuTHYeCcKHi oTyeT Ne Jlata ananiza

Date of Manufacture / 10-2024 Date of Expiry / 09-2027
JlaTta mpou3BoaCcTBa Togen g0

Analysis performed according ND / Ananu3 nposezen mo HJI: TI N013283/01-130723

10

Packaging / Ynakoeka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Tlo
10 TabneTok B
TIBX/MTIBAX//amoMuHHEBOM
6nucrepe. Ilo 3 Gnucrepa BMeCTe C
WHCTRYKTTAEH TN TPAMEHEHWI
YMAaKOBaHEI B Ma4Ky KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / TIlo 10 Tabnerok B
TNBXMIBAX//antomunneBoM Gnuctepe. Ilo
2 unm 3 GiUcTepa BMECTE C HHCTPYKUMEH 110
NpUMMEHEHHI0  YNaKoBaHBl B MNAYKy

KAPTOHHYT.

11

Labeling / Mapxupopka

According to ND / B cooTBetctBuu ¢ H]J

12

Storage conditions /
Xpanenune

At temperature below 25 °C. / IIpun Temneparype He Borue 25 °C.

13

Shelf life / Cpok rogaocTn

3 years /3 roga

Uncontrolled Copy

*Test is performed periodically with the interval of I from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / [Ipoeodumcs npouzgooumenem npu ebinycxe nepuooUdecKy; ons
kaoicdori 20-0il cepuu uny ne menee 1 pasa e 200. [Toxazamens modcem boime He sxmoven ¢ Cepmuduram

amanusa pupmol.

Remarks : The Product confirms to ND/
IIpumeuanne: TIponykT cooTreTcTBYET TpeboBanusM HI

Conclusion : APPROVED /
Jaxiovenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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