Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg

| Hpoayxr: Ilerpuit, TabneTki, MOKPHIThIE MIEHOYHOH 060n0uKOH, 10 MI

Batch No / : B2401031 Batch Quantity / : 955.000 KG/
Cepus Ne ObneM cepru 955,000 KI"
Analytical Report No / : 2002FP24000850 Date of Analysis / © 04-04-2024 ]
Axanutuuecknii ordet Ne | Jara aHanusa
Date of Manufacture / ¢ 03/2024 Date of Expiry / : o 02/2027
Jara nponsBocTBa Topen go

Analysis performed according ND / Ananus nposeneH no_HI[: IINO013283/01-130723

Ne Test / IlokazaTean Result / Pe3ynbTaThl Specification / Hopma

1 | Description / Onncanue White colored, round, biconvex film- | White or off-white colored, round, biconvex
coated tablets 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
/ Kpyriibie JBOSKOBBITYKIIBIE section. / Kpyriele JOBOSIKOBBLIIYKIIBIE
TabNeTKH, TOKPHITHIE MIIIEHOYHOH TabJIeTKH, MOKPLITHIE TUIEHOYHOM

oGooukoii Gestoro 1Beta, ¢ puckoil | obomoukoit 6ermoro WIHM ToutH 6eyoro
Ha 0AHOH cTopoHe. Ha monepeytoM | 1peTa, ¢ pHCkoH Ha ofHoM cropone. Ha
paspese sazapo Genoro BeTa. [OTIEPEYHOM paspese AOpo OT Gemoro no

noutH 6enoro LBeTAa.

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykT coorBeTcTBYET TpeboBanmaM HIT

Conclusion : APPROVED /
3akawuenune: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OFF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
| Hponyicr: Ierpui, tabneTii, MOKPLITEIE MICHO'HOHM 0001104K0i1, 10 Mr

£ 955.000 KG /

Batch No / B2401031 Batch Quantity /
Cepust No B O6beM cepHnl 955,000 KI" __|
Analytical Report No / 2002FP24000850 Date of Analysis / 04-04-2024
Ananurnueckuii oryer Ne Jara aHajiusa
Date of Manufacture / 03/2024 Date of Expiry / 02/2027

| Jlata npoussoicrsa Tonen o

Analysis performed according ND / Ananu3s nposezes o HJI: TIN013283/01-130723

2]

Identification. Cetirizine / IlopnuaHocTh. IleTHPH3UH

1. HPLC/BDXX

Complies as prescribed /
CooTseTcTByeT TpeOOBAHUIM

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 ynep:xuBaHus
OCHOBHOTO MHMKA HAa  XPOMATOIPAMME
HCIIBITYEMOTr0 pactBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH  YIepiKUBAHHS
OCHOBHOTO IIMKA Ha  XPOMATOrpaMme
pacTBopa CTAHIAPTHOTO obpasma
LIeTHPU3MHA TUIPOXJIOpHAA (pasmen
«KonugecrseHHOE ONpesiENICHUED).

2. UV spectrophotometry /
Y®-cniekrpodhoToMeETpHs

Complies as prescribed /
CooTBeTcTBYET TPEGOBAHHAM

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®-chmekrps
MOTJIONICHUS HCHBITYEMOTO  PacTBopa H
pacTBOpa CTaHOAPTHOTO obpaszna
HETHPHU3UHA THAPOXJIOpHIA B 00IacTH OT
200 no 400 HM JOKHBI UMETH MaKCUMYMBI
MOTJIOIEHUs TIPH OJHOW U TOW XKe AIMHE
BOJIHBI C JOMYCTHUMBIM OTKJIOHCHHEM =+ 2
HM.

Water / Boaa

2.6% w/w [ 2,6%

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

OaHopoaHoCTh
JO3HPOBAHUSA

Uniformity of dosage units /

3.0/3,0

Acceptance value (AV) should be not more
than 15.0 / IlokasaTtens NPHEMIEMOCTH
(AV) nomxen 6wiTh He Oosee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTCTBYET TpeGosanmaM HJI

Conclusion : APPROVED /
3axuarouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar
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Printed Date & Time (IST):

05-04-2024 08:27:07




Uncontrolled Copy

Product : Cefrine film-coated tablets 10 mg
Tposuykr: Llerpan, TabneTky, HOKPLITEE M0N0 060101K0i, 10 Mr

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Batch No / B2401031 Batch Quantity / : 955.000KG/
| Cepus Ne ObbeM cepun 955,000 KT" |
Analytical Report No / 2002FP24000850 Date of Analysis / 04-04-2024
AnamrHucckuil oryer Ne Jata anaaunsza
Date of Manufacture / 03/2024 Date of Expiry / 02/2027
| Hara npousBojcTBa l'onen 10

Analysis performed according ND / Ananus nposenen no HJI: I1 N013283/01-130723

5 | Dissolution / PacTBopenue

Unit-1/ Ta6m.-1 97%
Unit-2 / Ta6mn.-2 97%
Unit-3 / Ta6i.-3 98%
Unit-4 / Tabn.-4 97%
Unit-5 / Tabn.-5 97%
Unit-6 / Tabn.-6 97%

Not less than 80% (Q) of the labeled amount
of C2]H25C1N203'2HC1 (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJBHOTO COAEPIKAHHS
C, H,5CIN,0O5-2HCI (ueTupu3rHa
quruapoxiopun) uepes 30 Mun.

6 |Related Impurities by HPLC/
PoncTBeHHbIe IpUMECH

Impurity A / IlpuMecs A

Impurity B / IIpumecs B

Impurity C / IIpumecs C

Impurity D / IIpumecs D

Impurity E / ITpumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / JIrobas enuHUYHAsA
HEUICHTHOHUIUPOBAHHAS
pUMECh

Less than Limit of Detection (LOD =
0.005%) / Hixe mpenena
obuapyxenus (10 = 0,005%)

Less than LOQ (LOQ = 0.010%) /
Hixe npenena KONUIECTBEHHOIO
ompenenenus (IIKO = 0,010%)

Less than Limit of Detection (LOD =
0.006%) / Huxe npepena
obnapyxenus (IIO = 0,006%)

Not detected / ne obHapyxeHa
0.03% / 0,03%

Not detected / e o6HapyxkeHa
0.07% /7 0,07%

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

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

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

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

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

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

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

Total impurities /
Cymma npumeceit

0.2%/0,2%

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

7 | Assay / KojiuuecTBenHOe
onpeneJiecHHe

10.01 mg /10,01 mr
100.1% / 100,1%

Not less than 9.0 mg and not more than 11.0
mg C,H,5CIN,0;-2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr g0 11,0 mr
C,H,5CIN,O5-2HCI (nernpusnHa
quragpoxiopua) B Tabnerke (ot 90 % no
110 % oT HOMHHANLHOTO COCPHKAHHNS).

Remarks : The Product confirms to ND/

Mpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBarmsiM HJI

Conclusion : APPROVED /
3axarouenue: OJJOEPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....

Page 3 of 6

Printed Date & Time (IST):

05-04-2024 08:27:07




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Product : Cetrine film-coated tablets 10 mg

Iposyxt: Ierpuir, TaGIeTkH, TOKPLITLIE IICHOTHOH 0601104KO1, 10 mMr |
Batch No / B2401031 Batch Quantity / : 955.000 KG/
 Cepust Ne O6pem cepuu 955,000 KI"

Analytical Report No / 2002FP24000850 Date of Analysis / 04-04-2024
_AnanurHueckui oruer Ne Jlara aHanusa

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

JaTa npou3Bo/cTBa l'ozeH 10

Analysis performed according ND / Ananus nposenen o HJI: [T N013283/01-130723

8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more |
OnHOpOoAHOCTE Mace IIPH CooTBeTCcTBYCT TpebOBaHUAM than 1 individual mass is outside the limits
JeJeHun TabIeToK 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. /
TabmeTKn COOTBETCIBYIOT —TpeOOBAHUSIM,
ecnu He Oonmee | emuHMuHas Macca
OTKNOHSETCs 3a mipenensl 85 % - 115 % ot
cpennei MAacCBL Tabierkn HE
COOTBETCTBYIOT TpeOoBaHUSIM, ecnu Ooliee
yeM | MHAMBHAyAIbHAS MAcca OTKIOHAETCS
OT 93THX TpeAenoB WM, ecad |
HHOVBUAyAJNbHAS Macca OTKIIOHAETCA 3a
npenenst 75 % - 125 % ot cpenneit Maccel.

9 |Microbiological purity* / MukpoGuosorudeckas YuecToTa*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obuiee yucio He 601ee 1000 KOE/r
a3pOOHBIX MUKPOOPTraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / Obmee yucio He 6onee 100 KOE/r
JIPOMOKEBBIX M TIIECHEBBIX

rpuboB

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

OrcyrctBue B 1 r

Remarks : The Product confirms to ND/

ITpumeuanne: [poaykT cooTBeTcTBYET Tpebosanmsam HJI

Conclusion : APPROVED /
ZakmoueHne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Printed Date & Time (IST):

05-04-2024 08:27:07



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

ponyskr: Lerpan, TaGnerky, nokpuiTLie mienonioi o6onotukoi, 10 mr

Batch No / B2401031 Batch Quantity / : 955.000 KG/

Cepus Ne B O6BeM cepun 955,000 KI"

Analytical Report No / 2002FP24000850 Date of Analysis / 04-04-2024 o
Ananuruyeckuit orueT No Jlara aHanusa

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

Hata npou3BoacTea ToneH o

Analysis performed according ND / Ananuns nposenes no HJI: TIN013283/01-130723

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Ilo
10 TabJIETOK B
TIBX/TIBJIX//antoMmuHneBOM
6mucrepe. Ilo 2 Gmucrepa BMECTE C
HHCTPYKIHEH  TO  NPUMEHEHHUIO
YII2aKOBAHbI B NAYKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabmetox B
IIBX/TIBAX//amomunreBoM Guucrepe. Ilo
2 ynu 3 6aKucTepa BMECTE C MHCTPYKIMEH 10
[PUMEHEHNIO  YINAKOBaHBI B Mauky
KapTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B coorserctBun ¢ HJI

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / [Ipu remnepatype ne Bbiuie 25 °C.

13 | Shelf life / Cpok rognocTH

3 years /3 roxa

*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 / [Iposodumcs npouseooumenem Npu 6blRYCKe NEPUOOULECKU. ONsl
kaoicooii 20-oti cepuu unu ne menee | paza é 200. lloxazamens moscem 6vime He exmoden 6 Cepmugpuxam

AHANU3A PUPMBL.

Remarks : The Product confirms to ND/
Mpumeuanne: [poaykr coorBercTByeT Tpeboanusam HJL

Conclusion : APPROVED /
3axmwouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Ajay Kumar.....
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ELECTRONIC SIGNATURES ‘ Dr.Reddy's ‘:-

B2401031
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