Uncontrolled Copy

| Product : Cetrine [ilm-coated tablets l(mg

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJTH3A

| [ponyxr: Ierpun, TabaeTKy, HOKPHITHIE INIEHOYHOH 060104KO#H, 10 MT

Batch No / : B2402079 Batch Quantity / : 955 KG/

Cepus Ne O0beM cepun 955 KI' -

Analytical Report No / : 2002FP24001575 Date of Analysis / : 06-07-2024 T

Ananutuyeckuii oruet Ne - Jlata aHanu3za

Date of Manufacture / 1 06/2024 Date of Expiry / ¢ 05/2027 ]
| Jlata npoU3BOJCTBA ToneH no

Analysis performed according ND / Axanus nposezex o HJ1: ITN013283/01-130723

Ne Test / Iloka3aTesn Result / Pe3yabTarsl Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film- | White or off-white colored, round, biconvex
coaled ablets with a break line on film-coated tablets with a break line on one
one side. White core on cross section. | side. White to off-white core on cross
/ Kpyrible IBOSIKOBBIILYKIIbIE section. / Kpyrible IBOSIKOBEIIYK/IbIE
TabJICTKH, OKPHITHIE INICHOUYHON tabneTky, TTOKPBITEIE IIEHOYHOH

o6oJroukoit Geroro nBeta, ¢ pHCKoOi obomoukoif Oenoro MWIH TIOYTH Oejoro
Ha ofHoM cTopoHe. Ha monepeyHoM | 1jBeta, ¢ pHCKOM Ha OAHOM cropoHe. Ha
paspese sSapo 6esoro 1pera. MOTIEPEYHOM paspeze AApo oT 6enoro mo

nouTH 6€JIoro [BETA.

Remarks : The Product confirms to ND/

IIpumeuanue: IIponyxt coorBeTcTBYET Tpeboparmsam HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Iponykr: IleTpuH, TaGNEeTKH, NOKPLIThIE MICHOYHOK 06010uK0#, 10 MI

Batch No / . B2402079 Batch Quantity / : 955 KG/ ]
| Cepus Ne O6beM cepuu 955 KI' ) ]
Analytical Report No / : 2002FP24001575 Date of Analysis / . 06-07-2024
| Anaauruueckuii oryer Ne Jara aHanuza |
Date of Manufacture / i 06/2024 Date of Expiry / ¢ 0572027
Jlara npon3BOACTBA Tozgen oo

Analysis performed according ND / Ananu3 nposeaex no HJI: IIN013283/01-130723

2 | Identification. Cetirizine / IlopninHHocTh. leTHpU3UMA

1. HPLC/B32XX

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 chromatlogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpema ynpepxupBanus
OCHOBHOTO IMKa Ha  XPOMATOIpaMMe
UCTIBITYEMOTO pacTBopa JIOIDKHO
COOTBETCTBOBATH BPEMEHU  YAEp/KUBAHHS
OCHOBHOTO [IMKa HAa  XpOMAarorpamMme
pacTBOpa CTaHIAPTHOT'O obpasia
LIETHPHU3UHA TUApOXJIOpHAa (pazmen
«KonnyecTseHnoe onpenencuHue).

2. UV spectrophotometry /
Y®-criekrpodoromeTpust

Complies as prescribed /
CooTBeTCTByeT 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. / VY®-coexTpn
MOTJIOIICHHUA HCHBITYeMOTO0 pacTBopa U
pacTeopa CTaHJapPTHOTO obpasiia
HETHPYW3HHA THAPOXJIOpUAa B o0JacTH OT
200 mo 400 HM JTOKHBI HMETHh MaKCHUMYMBI
TIOTJIOIIEHNUS TpPH OOHOH M TOM e IIHHE
BOJIHBI C JONYCTHUMBIM OTKIIOHEHHEM £ 2
HM.

3 | Water / Bona

3.4% wiw / 3,4%

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

4 | Uniformity of dosage units /
OanopoanocTh
J03UPOBAHUS

32732

Acceptance value (AV) should be not more
than 15.0 / IlokaszaTenp TNPHEMIIEMOCTH
(AV) nomxken 66T He Gonee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanue: Ipoaykt coorBercTByeT TpeboBanmsam HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

rProduct . Cetrine film-coated tablcts 10 mg

[ponykrt: IleTpuH, TabieTku, IOKPBIThIE MICHOYHON 06010uKo#, 10 Mr

- 955KG/

| Batch No / B2402079 Batch Quantity /

| Cepus Ne OObeM cepun 955 KI' -
Analytical Report No / : 2002FP24001575 Date of Analysis / 06-07-2024 =
AHaIUTHYECKMH oT4YeT No N Jlara apanuza ]
Date of Manufacture / 06/2024 Date of Expiry / 05/2027
JlaTta npon3BoacCTBa I'ogen no

Analysis performed according ND / Ananus nposenex no HJT: I N013283/01-130723

Not less than 80% (Q) of the labeled amount

oupeaesIeHue

5 | Dissolution / PacTBopenne Unit-1/ Tao6u.-1 99%
Py o of C21H25C1N203'2HC1 (cetirizine
SRR g dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 99% 80 % (Q) oT HOMHHAIBHOIO COAEPKAHMS
Unicd/ Tabna 99% Cy1I5CIN,O5-2HCI (ueTMpuznHa
) ’ qurpapoxaopun) depes 30 Mum.
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 99%
6 |Related Impurities by HPLC/
PojcTBeHHBIE IIPHMECH
Impurity A / IIpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %
- 0.005%) / Huxe npeaena = =
Impurity B / [Ipumecs B obuapyxenus (TI0 = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C / IIpumecs C Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Tlpumecs D ?fpf;:fe?;;?éggieg? le g{;’(;ro Not more than 0.2 % / He 6onee 0,2 %
Impurity E / [Ipumecs E Not detected / He oBHapyxena Not more than 0.2 % / He 6osce 0,2 %
Impurity F / [Ipumecs F Not detected / ne oGHapysena Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | § 549, 7 0.04% Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobas enuHUYRas ’
HEUIEHTHGUIMPOBAHHAS Not detected / He ob6napysxeHa
npumech 0.07% / 0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
CymMma npuMeceit
7 | Assay / KoindecTBeHHOe 10.03 mg /10,03 mr Not less than 9.0 mg and not more than 11.0

100.3% / 100,3%

mg C, H,5CIN,O4-2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 Mr
C,1H,5CIN,0O4-2HC1 (ueTupuznHA
muruapoxiaopun) B tabmerke (ot 90 % mo
110 % oT HOMUHATTEHOTO CONEPKAHUS).

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykT cooTBeTCTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3aknwuyenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJTH3A

[ Product : Cetrine film-coated lablets 10 my

| Tlpoayxr: LleTpun, TaGNETKM, HOKPHITHIC UICHOYHOH obonoukoii, 10 Mr

Batch No / B2402079 Batch Quantity / ¢ 955 KG/
Cepus Ne B Ob6neM cepun 955 KI' - ]
Analytical Report No / 1 2002FP24001575 Date of Analysis / 06-07-2024 '
Ananutuyeckuii otdeT Ne JlaTa aHanu3za
Date of Manufacture / 06/2024 Date of Expiry / 05/2027

JlaTa mpou3BOACTBA T'oaen no

Analysis performed according ND / Ananus nposenen no HJI: TTN013283/01-130723

8 | Subdivision of tablets /
OaHopoaHoCTL Mace MPH
JeJIeHHH TalJIEeTOK

Complies as prescribed /
CooTBETCTBYCT TPEOOBAHUAM

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 TpeGOBaHUAM,
ecnii  He Oomee 1  edguHHMYHas Macca
OTKNOHsIeTCs 3a npenens! 85 % - 115 % ot
cpenHei MAaccChl. Tabnerxu HE

COOTBETCTBYIOT TpeGOBaHUAM, eciu Oolee
yeMm | MHAMBHIyanbHAas Macca OTKIOHSETCS
OT O9TMX INpeAenoB WM, ecan 1
WHIMBUAyaTIbHAs Macca OTKIJIOHAeTCsA 34
npeznenst 75 % - 125 % oT cpenHell MaccHl.

9 |Microbiological purity* / Mukpo6uonoruyeckas yucrora*®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g/
Count / O6miee 9ucio He 6omee 1000 KOE/r
a3pOOHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / Obmiee yucio He 6onee 100 KOE/r
JIPOMOIKEBBIX M IUIECHEBBIX

rpubos

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

OtcytctBue B 1 T

Remarks : The Product confirms to ND/

Hpnmeuanne: IIpoaykr coorBercTByeT TpebopanmsaM H]J

Conclusion : APPROVED /
3axmwyenue: OJOBPEHO

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

CEPTHOUKAT ATTAJIM3A

[ Product : Cetrine film-coated tablets 10 mg

[poayxrt: Lletpuh, TabneTkn, NOKPhITHIC MICHOUHON 060104KOH, 10 Mr

Batch No / B2402079 Batch Quantity / - 955KG/ —
Cepus Ne - O6beM cepHu 955 KI'

Analytical Report No / : 2002FP24001575 Date of Analysis / 06-07-2024

Ananutnyeckuii otyet Ne Iara ananusa -

Date of Manufacture / 06/2024 Date of Expiry / 05/2027

Jlata npon3BoACTBa lozeH no -

Analysis performed according ND / Ananu3s nposeaet mo HJI: IT N013283/01-130723

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Ilo
10 Ta0JIeTOK B
[BX/TIBJX//amoMuHneBOM
onuctepe. Ilo 2 Gaucrepa BMecTe ¢
HHCTpYKIMEeH 10  IpPUMEHEHHIO
YI4KOBaHbI B 11a4KY KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 -Tabnerox B
IBX/TIBAX//amtomunneBoM Oimcrepe. [lo
2 unu 3 6aucTepa BMECTE ¢ MHCTPYKUMEH 10
OPMMCHEHUIO  YHAKOBaHBl B MAuKy
KaPTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B coorBercTeuu ¢ HJI

12 | Storage conditions /
Xpanenne

At temperature below 25 °C. / IIpu remneparype He Boime 25 °C.

Uncontrolled Copy

13 | Shelf life / Cpox rogHocTH

3 years /3 roaa

*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 / [Ipogodumces npouzeodumenem npu 8bInycke nepuooutecKu: ons
Kkaocooii 20-0ti cepuu unu ne menee 1 pasa é 200. loxazamenv mosicem Gvimy He grmoven 8 Cepmugbuxam

aAHARU3A QUPMBL.

Remarks : The Product confirms to ND/
Ilpumeyanue: IIponykr coorBeTcTBYeT TpeboBanmam HJI

Conclusion : APPROVED /
3axmiouyenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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