Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHANNW3A

Product : Cetrine {ilm-coated tablets 10 mg

Tpopyxr: LleTpuH, TabaeTKy, NOKPLITHIC MJICHOYHON obonoukoit, 10 mr
Batch No / B2401187 Batch Quantity / © 955.000 KG/
Cepust Ne Ob6bem cepun 955,000 KT"
Analytical Report No / 2002FP24000969 Date of Analysis / 17-04-2024
AHanuTHYeCKMi oTueT No JlaTta ananuza
Date of Manufacture / 04-2024 Date of Expiry / 03-2027 ]
aTa NpOM3BOACTBA T'oaci no

Analysis performed according ND / Ananus nposeaen no HJI: TT N013283/01-130723

Ne Test / ITokaszaTenap

Result / PesyabTarsl

Specification / Hopma

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyribie JBOSKOBbINYKI1bIC
TabIETKH, MOKPLITHIE MISHOYHOH
obomoukoii Georo LBera, ¢ pUCKOH
Ha ogHo# cropone. Ha nonepednom
paspese siapo Genoro 1BeTa.

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 ABOskoBbINyKIbIE
TabNETKH, NOKPBIThIC MJIEHOYHOM
oGomnoukoii Oemoro WIM TIouTH GENOro
L[BETa, ¢ PUCKOH Ha OAHOH crtopoHe. Ha
MOIIEpEeYHOM paspes3e SIap0 OT Geyioro 1o
noutu Gesoro upeTa.

Remarks : The Product confirms to ND/

Ipumeuanue: [Iponykr cootBercrByer TpeboBanmsm H/L

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
Tpoayxr: LleTput, TaGACTKH, NOKPHITLIC TNICHOUHOH 060s10uKoH, 10 Mr

Batch No / ;. B2401187 Batch Quantity / : 955.000 KG/
Cepus Ne O6bem cepum 955,000 KT"
Analytical Report No / ;. 2002FP24000969 Date of Analysis / o 17-04-2024
Ananutaueckuid otder Ne Jata aHanu3sa

| Date of Manufacture / . 04-2024 Date of Expiry / o 03-2027
JlaTa npou3BOACTBA T'oneH po

Analysis performed according ND / Ananus nposeaet no HJI; TT N013283/01-130723

2 | Identification. Cetirizine / Iloaunnocts, IleTupusnn

1. HPLC/BDXX

Complies as prescribed /
CootsercTByeT TpebOBaHUAM

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 ynepxuBanus
OCHOBHOTO TIMKA HAa  XpPOMATOrpamme
HCTIBITYEeMOTO pacTBopa JIOIDKHO
COOTBETCTBOBATH BpeMeHM yﬂep)l(MBaHMﬂ
OCHOBHOIO MHMKAa HAa  XpomaTorpamme
pacTBopa CTAHOAPTHOrO oGpasua
LEeTHPU3UHA THOPOXIIOPUIA (pasmen
«KonudgecTseHHoe onpeAcieHHue» ).

2. UV spectrophotometry /
Yd-cnexrpodoromerpus

Complies as prescribed /
CooTeercTBYCT TpeOOBAHUAM

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. / V®-crnekrper
MOTTIOMWIEHNST  UCTILITYEMOTO  pacTBOpa W
pacteopa CTaHAAPTHOrO obpaszua
LETUPH3UHA rUApOXJIOpHAa B obnactu ot
200 mo 400 HM DOMKHEI UMETh MaKCUMYMBI
MOIJIOINEHHS IPH OOHOM M TOM Ke anuHe
BONHEI ¢ JOIYCTHMEIM OTK/IOHCHHMeM + 2
HM.

3 | Water / Boaa

2.9% wiw /2,9%

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

4 | Uniformity of dosage units /
OanopoaHocTh
AO3HPOBAHMS

3.6/3,6

Acceptance value (AV) should be not more
than 15.0 / Tlokazarens npUEMIIEMOCTH
(AV) momxeH 651TE He 6onee 15,0.

Remarks : The Product confirms to ND/

IIpumedanue: [Ipogykrt coorBercTBYeT TpeboBauuam HJT

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHANMHA3A

Product : Cetrine film-coated tablets 10 mg
TMpoaykr: LleTpuH, TabneTku, MOKPhITbIE MJEHOYHON obonoukon, 10 Mr

Batch No / B2401187 Batch Quantity / : 955.000 KG/
Cepus Ne Ob6bem cepun 955,000 KI"
Analytical Report No / 2002FP24000969 Date of Analysis / 17-04-2024
AHanuTHdeckui oTdeT Neo JlaTa ananuza

Date of Manufacture / 04-2024 Date of Expiry / 03-2027
Jara npoussoaCTBa Touen p0

Analysis performed according ND / Anannz nporeaer no HJ: TTN013283/01-130723

5 | Dissolution / PacTBopenue Unit-1/ Tabn.-1 99% Not less than 80% (Q) of the labeled amount
- = of  CyuHysCIN,O3-2HCI (cetirizine
Unit:2/ Tabi=2 1005 dihydrochloride) after 30 min. / He meuee
Unit-3 / Ta6mn.-3 102% 80 % (Q) orT HOMHMHANBLHOIO conepIKaHUA
- C5HysCIN,O4-2HCI (ueTHpu3nHa
Unit-4 / Tabn.~4 A IUrHApOXJIOpHE) depe3 30 Mumn.
Unit-5 / Ta6n.-5 99%
Unit-6 / Ta6m.-6 103%
6 |Related Impurities by HPLC/

Po/icTBEHHBIE IPHMECH

Impurity A /TIpnmecs A

Impurity B / TIpumecs B

Impurity C / TTpumecs C

Impurity D / [Ipumecs D

Impurity E / llpumech E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jlobas eauunuHas
HeHICHTHDULIMPOBAHHASA
MIpUMech

Not detected / He obHapyxeHa

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

Less than LOQ (LOQ = 0.010%) /

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

Huxe npepesna KOJIU4ECTBEHHOTO
onpeaenenns (TTKO = 0,010%)

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

Not detected / He oOHapyeHa

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

Less than LOQ (LOQ = 0.003%) /

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

Hixke npenesia KOJIM4eCTBEHHOTO

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

omnpenenerus (ITKO = 0,003%)

0.02% / 0.02%
Not detected / He oGHapysxeHa

0.08% / 0,08%

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

Total impurities /
CymMa npumeceit

0.1%/0,1%

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

Assay / KoandecrBennoe
onpeaesnenune

10.10 mg /10,10 mr
101.0% /101,0%

Not less than 9.0 mg and not more than 11.0
mg C,;H,5CIN,O5-2HCl (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr ao 11,0 mr
C,1Hy5CIN,O3-2HC1 (uerupu3uHa
quruapoxnopua) B rtabaerke (ot 90 % no
110 % oT HOMHHAJIBHOTO COJIEPIKAHN).

Remarks : The Product confirms to ND/
Ipameuanne: [Ipoaykr coorseTcTByeT TpeboBanusim HJL

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHATI3A

Product : Cetrine film-coated tablets 10 mg
Tpoaykt: IeTpuH, TabaeTKH, NOKPHITHIC MICHOUHOH 0bonotKkou, 10 Mr

Batch No / . B2401187 Batch Quantity / © 955.000 KG/
Cepus Ne Ob6bem cepuu 955,000 KT"
Analytical Report No / : 2002FP24000969 Date of Analysis / o 17-04-2024
Ananutnyeckuii oryer Ne JlaTa aHaiu3a

Date of Manufacture / . 04-2024 Date of Expiry / . 03-2027
JlaTa npon3BOJICTBA Tonen o

Analysis performed according ND / Ananaus nposeaet no H/I: TIN013283/01-130723

8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more
OanopoaHocTh Mace MpH CooTBeTcTBYET TpeOOBaHAAM than 1 individual mass is outside the limits
Je/IeHHH Ta0JeTOR 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. /
Tabnerky COOTBETCTBYIOT —TpebOBaHHMAM,
ecnu He OGonee 1 enMHMynas  macca
oTkionsercsa 3a npenensl 85 % - 115 % or
cpenHeit MAacehl. TaGnerku He
COOTBETCTBYIOT TpeGOoBaHUAM, eciau Gosee
yeM | MHoMBHOyadbHAs Macca OTKIOHSETCS
OT OATHX TmpeflenoB  wim, eciu |
MHIMBUYaNbHAS  MAcca OTKJIOHAETCs 3a
npegenst 75 % - 125 % or cpenueii macchl,

9 |Microbiological purity* / Mukpoounosoraueckas 4ucrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61miee umncio He Goitee 1000 KOE/r
a>pobHBIX MHKPOOPTAHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / Ob1ee uucno He 6ostee 100 KOE/r
JIPOMOKEBBIX M NJIECHEBbIX

rpuboB

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

OtcyrctBne g 1 r

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: Ilponykr coorBercrByeT TpeboanusaM HJI 3axmouenue: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTUIA

Product : Cetrine {ilm-coated tablets 10 mg
Tposykr: LleTpun, TabaeTKH, NOKPbITHIE MIEHOUHO} 060104KO#H, 10 Mr

Batch No / B2401187 Batch Quantity / : 955.000 KG/

Cepus Ne O6bem cepun 955,000 KI' |
Analytical Report No / 2002FP24000969 Date of Analysis / 17-04-2024

AnanuTudeckuii otyer Ne JlaTa ananusa

Date of Manufacture / 04-2024 Date of Expiry / 03-2027

JlaTa npou3BoOACTBA ToueH no

Analysis performed according ND / Ananunz nposeaen no HJI; TT N013283/01-130723

10

Packaging / Ynakobka

10 tablets in PVC/PVDC//aluminum
blister. 3 blisters and patient
information leaflet in a carton. / Tlo
10 Tabierok B
[BX/I1BJAX//antoMHUHHAEBOM
onucrepe. [lo 3 Gnuctepa BMecTe ¢
MHCTPYKLIMER MO  TIPUMEHEHHIO
YIAKOBAHbI B 11A4KY KAPTOHHYI0.

10 tablets in PYC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
im a carton. / Tlo 10 tabnetok B
NIBX/IIBX//antomuuuneBom 6Gancrepe. Tlo
2 win 3 GucTepa BMECTE C MHCTPYKIMEH 110
IIPHMEHEHHIO  YIIAKOBAHBI B NAYKy
KapTOHHYIO.

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

12 | Storage conditions / At temperature below 25 °C. / [1pu Temmniepatype He Bbime 25 °C,
XpaHeHue

13 | Shelf life / Cpox rognocTn 3 years /3 rona

*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 / [Iposodumcs npou3eo0umenem npu 6biNycKke epuooOUiecKu. Ons
kaoicooti 20-0ii cepuu unu ne menee 1 pasa s 200. Ilokazamens moscemn Goine ne exmouen 6 Cepmughuxam

ananuza upmol.

Remarks : The Product confirms to ND/
Ipumevanne: [1poaykT cooTBeTcTBYET Tpebopanmsam HJI

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolied Copy

ELECTRONIC SIGNATURES
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