Dr.Reddy’s €i¢

| Product : Cetrine film-coated tablets 10 mg
Mpoaykt: Lierpun, TabaeTki, NOKpsITbie 11€H04HOH 060n04Koii, 10 Mr

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Jara npousBoicTea

['oneH no

Batch No / : B2302388 Batch Quantity / : 955.000 KG / 955,000 KT
Cepust Ne O06bem cepuu

Analytical Report No / : 2002FP23001786 Date of Analysis / : 30-07-2023
AnanuTuyeckuit oryet No JlaTa ananuza

Date of Manufacture / : 06/2023 Date of Expiry / : 05/2026

Analysis performed according ND: / Anaan3 nposeaen mo HJI: I1 N013283/01-170223

Page1 ofS/Crp. 1u3 5

Ne Test / Iloxa3arenb

Result / PesyabTaTbl

Specification / Hopma

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section,
/ Kpyriibie 1BOSKOBBITYKIIbIE
Ta01eTKH, MOKPbITHIE MIEHO4HOM
0604104K0#1 6estoro uBera, ¢ pUCKOit
Ha OfHOM cTopoHe. Ha nonepeuHom
paspese spo 6enoro LBeTa.

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.
/' Kpyribie ABOSIKOBbIMYK/Ible TaOMETKH,
MOKPbITbIE NJEHOUHOH 000J10uKOi Georo
UJIM NOYTH OEJIOro LBETA, C PUCKOHN Ha OIHOM
cropoHe. Ha nonepeuHoMm paspese sapo oT
6enoro n0 noyty 6en0ro UBeTa.

2 | Identification. Cetirizine / HoganHaHOCcTDb. LleTHpu3nn

t. HPLC/B2XX

Complies as prescribed /
CootBeTcTBYeT TpeOOBaHUSIM

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 yaepuBaHust OCHOBHOIO
MWKa Ha XpoMaTorpamme HUCIbITYEMOro
pacTBopa AOKHO COOTBETCTBOBATh BPEMEHHU
YACPKMBAHUSL  OCHOBHOTO  MWKa  Ha
XpoMarorpaMme pacTBopa CTaHAapPTHOrO
o0pasLa LUeTHpU3nHa rugpoxnopuaa (paszaen
«KonuyecTBeHHOE onpeaencHuey).

Remarks : The Product confirms to ND/
I[Mpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHusm HJL

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / [loarorosaeHo:
D. Latha- Quality Control- Team

Member ( %

Checked by / [posepeHo:
T. Venkata Ramana- Quality

Control- Team mber

Approved by: Manager/Executive /
OpnobpeHo: Menepxep / PykoBoauTesn
K. Narayana Swamy- Quality Assurance-
Team Member

Date /ara: 31-07-2023

Date /[ara: 31-07-2023

Date /[lara: 31-07-2023




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

[ Product : Cetrine film-coated tablets 10 mg
[MpoaykT: LleTpuH, TabaeTky, NOKPbITbIE NIEHOYHOH 060n0UKOH, 10 MI

Jlara npon3BoJCTBA

Batch No / B2302388 Batch Quantity / : 955.000 KG /955,000 KI'
Cepust Ne O6bem cepun

_Analytical Report No / 2002FP23001786 Date of Analysis / : 30-07-2023
AHanuTuyeckui otuer Ne Hara ananu3sa
Date of Manufacture / 06/2023 Date of Expiry / . 05/2026

T'oaeu no

Analysis performed according ND: / Anasins nposeaen no HJI: [1 N013283/01-170223

Page2 of S/ Crp. 2u3 5

2. UV spectrophotometry /
Y®d-cniekTpodoTOMETPUS

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®-cnektpsl
MOrJIOUIEHHUS MCMBITYEMOrO  pacTBOpa M
pacTtBopa CTaHJapTHOrO obpasua
LUETUPU3MHA THAPOXJIOPUAA B 00JacTH OT
200 1o 400 HM JOMKHBI UMETh MAKCUMYMbl
MOFJIOLEH ST PY ONHOM U TOU e ANKHE
BOIHBI C JIOMYCTUMbIM OTK/IOHEHUEM £ 2 HM.

3 | Water / Boaa

2.9 %w/w / 2,9%

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

4 | Uniformity of dosage units /
OaHOpoAHOCTD 103HPOBAHUS

5.0/5,0

The acceptance value (AV) should be less
than or equal to 15.0 / Tloka3arens
npuemnemoctu (AV) nonxeH O6bITh He Gonee
15,0.

5 | Dissolution / PacTBopenue

Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanuam HJI

Unit-1/Tabn.-1 97% Not less than 80 % (Q) of nominal content of
- C3,H25CIN;O3-2HCI (Cetirizine
. . 0,
Cigitz2d] a5 Do Dihydrochloride) after 30 min. / He menee
Unit-3 / Tabn.-3 97% 80 % (Q) oT HOMHHANBLHOIO COAEPMKAHUS
Unit-d  Tabn-4 96% C21H25CIN2O3-2HCI (ueTupuzuHa
auruapoxaopun) yepes 30 MuH.
Unit-5 / Tabn.-5 99%
Unit-6 / Tabn.-6 97%
e

Conclusion : APPROVED /
3axiouenune: OIOBPEHO

Prepared by / [ToarotosiieHo:
D. Latha- Quality Control- Team

Member L&)f,r

Checked by / [TposepeHo:
T. Venkata Ramana- Quality

Control- Team&gember
|8

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoautenn
K. Narayana Swamy- Quality Assurance-
Team Member

Date /Jlata: 31-07-2023

Date /Mlara: 31-07-2023

Date /Jlata: 31-07-2023




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

[ponykr: LletpuH, TabneTku, NOKpbIThiE MeHOYHON 060s04KO#M, 10 Mr

Batch No / : B2302388 Batch Quantity / : 955.000 KG / 955,000 KIT |
Cepus Ne O6bem cepuu

Analytical Report No / : 2002FP23001786 Date of Analysis / : 30-07-2023

AHanuTnyeckuii otyet Ne JlaTta aHanu3a

Date of Manufacture / : 06/2023 Date of Expiry / : 05/2026

Jlata npou3BOACTBA ['oaen no

Analysis performed according ND: / Anasius nposeaen mo H/: [T NOI 3283/01-170223

Page 3 of 5/ Crp. 3u3 5

6 | Related Substances / PoacTBeHHbIe NpuMecu

Impurity A / [1pumech A

Impurity B / [Ipumecs B
Impurity C / TTpumecs C

[mpurity D / ITpumecs D

Impurity E / [Tpumecs E

Impurity F / [Ipumecs F

HeuaeHTHPULNPOBaHHAS
npumech

Any individual unidentified
impurity / Jlrobas eauHuuHas

Not detected / He oOHapyxeHa

Not detected / He oOHapy»xeHa

Not detected / He oOHapyxeHa

Not detected / He oGHapyxeHa
0.03%/0,03%

Not detected / He oOHapyxeHa

0.13%/ 0,13%

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 6osiee 0,2 %

Not more than 0.2 % / He 6o1iee 0,2 %

Not more than 0.2 % / He 6o.iee 0,2 %

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

Total impurities /
Cymma npumecei

0.2%/0,2%

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

7 | Assay / KoanuecTsennoe
onpeje/eHue

9.94 mg /9,94 mr
99.4% / 99,4%

From 90 mg to 11.0 mg of
C21H,5CIN,O3-2HCI (Cetirizine
dihydrochloride) in tablet (from 90.0 % to
1100 %  of  label claim).  /
Ot 9,0 mr no 11,0 mr CyHasCIN2O5-2HCI
(ueTupu3uMHa OUruApoxIopua) B Tabnerke
(ot 90 % no 110 % oOT HOMHUHANBLHOrO
coepxKaHust).

Remarks : The Product confirms to ND/
Mpumeuanue: [IpoaykT cooreTcTBYeT TpeboBanuam HJL

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

Prepared by / [loarotosneno:

Member l _()

D. Latha- Quality Control- Team

Checked by / IIposepeno:
T. Venkata Ramana- Quality
Control- Teav&IMember

|

Approved by: Manager/Executive /
Ono6peno: MeHenxep / PykoBonutens
K. Narayana Swamy- Quality Assurance-
Team Member

Date /Hara: 31-07-2023

Date /[lata: 31-07-2023

Date /[{ata: 31-07-2023




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[poaykt: LleTpun, TabaeTku, MOKPbITbIE NieHOUHON 06onoukoi, 10 Mr

Batch No / : B2302388 Batch Quantity / : 955.000 KG /955,000 K[
Cepus Ne Ob6bem cepuu

Analytical Report No / : 2002FP23001786 Date of Analysis / : 30-07-2023

Ananutuyeckuit otuer Ne Hara aHanusa B
Date of Manufacture / : 06/2023 Date of Expiry / : 05/2026

Jara nponsBoacTsa ['open no

Analysis performed according ND: / Ananu3s nposeaen no HJI: TI N013283/01-170223

Page 4 of 5/ Crp. 4u3 §

8 | Subdivision of tablets /
OaHoOpoAHOCTL MACC NPH
JeleHHH Ta0/1eTOK

Complies as prescribed /
CoorsercrByeT TpeGOBaHUSM

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 I individual mass is outside the limits of
75 % to 125 % of the average mass. /

TabneTk COOTBETCTBYIOT — TpeOOBAHUSIM,
ecii He Oonee 1 eaMHuyHas macca
OTKNOHsieTcs 3a npefensl 85 % - 115 % or
cpenHeit Macchl. Tabnerku He

COOTBETCTBYIOT TpeOOBaHHsIM, ecau Oonee
uyeM | MHAMBUAYaNbHAs Macca OTKJIOHSETCS
OT 9ITUX MNpefesoR  unu, ecam |
WHAUBUAYaNbHAS Macca OTKIOHSETCS 3a
npeaenbt 75 % - 125 % ot cpenHeit macchl.

9 | Microbial enumeration tests* / MukpoOuoJioruueckasi yucrora*

a) Total Aerobic Microbial
Count / O61iiee yuco
a’pOBHBIX MUKPOOPraHU3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

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

b) Total Combined Yeast and
moulds count / O6uiee uucio
JPOACOKEBBIX U NNECHEBbBIX
rpuboB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OrcytetByeTr B 1

Shell be absent in 1 gram /
OtcytctBUe B I 1

Remarks : The Product confirms to ND/
Tpumeuanne: [IpoaykT coorBeTcTBYeT TpeboBaHusAM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / [lonrotoBaeHo:
D. Latha- Quality Control- Team

Member ! f%ﬁ,

Checked by / ITposepeHo:
T. Venkata Ramana- Quality
Control- Team Member

1130

Approved by: Manager/Executive /
Onobpeno: MeHemxep / PykoBoanTes
K. Narayana Swamy- Quality Assurance-
Team Member

Date /Harta: 31-07-2023

Date /[Tata: 31-07-2023

Date /Jlara: 31-07-2023




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHDHIKAT AHTAJIH3BA

| Product : Cetrine film-coated tablets 10 mg

[poaykr: Llerput, TabneTky, MOKPbIThIE MIEHOHHOH obosnoukoi, 10 Mr

Batch No / : B2302388 Batch Quantity / : 955.000 KG /955,000 KI'
Cepus Ne O6bem cepuu
Analytical Report No / : 2002FP23001786 Date of Analysis / : 30-07-2023
AHaauTnueckuii otuer Ne JlaTa aHasnu3a
Date of Manufacture / : 06/2023 Date of Expiry / : 05/2026
Hara npon3soacTea ["oaeH 10
Analysis performed according ND: / Akamus nposejen no H/L: TTNOI 3283/01-170223
Page Sof 5/ Crp. 5u3 5

10 | Packaging / YnakoBka

blister.

6aucrepe.
HHCTPYKLMEH
yNaKoBaHbl B NaYKy KAPTOHHYIO.

10 tablets in PVC/PVDC//aluminum
and  patient
information leaflet in a carton. / ITo 10
TabJETOK

[IBX/I1BAX//antoMiH1UEBOM
3 ©Onuctepa BMecTe C
MPUMEHEHUIO

3 blisters

rno

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
[BX/TIBAX//antomunueBom Gaucrepe. [lo
2 unu 3 Gnuctepa BMECTE C MHCTpYKLMEH no
MPUMEHEHUIO  YMaKOBaHbl B MauKy
KapTOHHY!O.

11 | Labeling / MapkupoBka

According to ND / B cooteerctuu ¢ HJ|

12 | Storage conditions /
XpaHenue

At temperature below 25 °C. / [Tpu Temnepatype He Bbiwue 25 °C.

13 | Shelf life / Cpok rogHocTH

3 years /3 roga

* - Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. /
* - [IpOBOANTCHA NPOU3BOAMTE/EM MPH BbINMYCKe MEPHOAMYECKH: 451 K10k 20-0ii cepuH M He MeHee
1 pasa B roa. [okasatenn MoxkeT GbITh He BK/IIOYeH B cepTudUKAT aHaau3a Gpupmbl.

Remarks : The Product confirms to ND/

Ipumeuanne: [IpoaykT cooTBeTCTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axarouyenne: OJOBPEHO

Prepared by / [Toarorosnexo:
D. Latha- Quality Control- Team

Member \ Z

Checked by / TIposepeHo:
T. Venkata Ramana- Quality
Control- Team Member

0

Approved by: Manager/Executive /
Onobpero: MeHemkep / PykoBoanTens
K. Narayana Swamy- Quality Assurance-
Team Member

Date /JTara: 31-07-2023

Date /ara: 31-07-2023

Date /[ara: 31-07-2023




