Dr.Reddy’s ":‘

CERTIFICATE OF ANALY

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

SIS www.drreddys.com

CEPTH®UKAT AHAJTA3A

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

N6ykaun®, TabaeTk, NOKPLIThIE MNIEHO4HOH 060J10uKo0i, 400Mr + 325Mr

Batch No / Cepusi Ne : V2101885

776.0

Batch Quantity / O0neM napTHH :

00 Kg

040001473744

Analytical Report No / AnanmuTuyeckuii order Ne :

Date

of Analysis / JlaTa anaansa: 30.11.2021

Date of Manufacture / lara npousBojcTea : Nov-2021

Date

of Expiry / Cpok roanocr : Oct-2026

Analysis performed according ND / Ananu3 nposejieH no HJI: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynosuaHon
hopmbl, NOKpbIThIE
NreHoYHON obornoykon
opaHXXeBoro LpeTa, C pyckon
Ha OOHOW CTOpOHe; Ha

rionepeyHom paspese — A4po
fSenoro ugeTa

S. Test Result Specification
No
1 |Description / Onucanve |Capsule-like orange-coloured Capsule-like orange-coloured film-

coated one-side scored tablets;
on cross section- white to off-white
core |/ TabneTtku KancynosuaHow
cbopmbl,  MOKpbITbIE  MSIEHOYHOW
0BOMNOYKON OpaHXeBoro LBeTa, C
PUCKOW Ha OfHOW CTOPOHe; Ha
ronepeyHoM  paspese anpo
Genoro unu noyTtn Genoro uBeTa

Remarks : The Product conforms to ND/
Ipumeuanue: [poaykr coorsercrByet TpeGosanusam HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBieHo: IIpoBepeHo: Ono6peHo: Menenxep /
Ankit Himesh Kumar PykoBoauTenb
1 (:.5—////:) Pawan Kumar )
F B > \
Print Date: Print Date: Print Date:
Hara: 30.11.2021 Jara: 30.11.2021 Jlara: 30.11.2021
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Dr. Reddy's Laboratories iLtd.
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Vill. Khol, Nalagarh Road, Baddi,
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CERTIFICATE OF ANALYSIS  \ w.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yknun®, Tab/eTKH, OKPLITHIE I1IeHOYHOiH 0605104K0ii, 400mr + 325Mr

Batch No / Cepus Ne : V2101885

Batch Quantity / O6bem napTau :
776.000 Kg

040001473744

Analytical Report No / AHanuTHyecknii oTuer Ne :

Date of Analysis / laTta ananusa: 30.11.2021

‘|Date of Manufacture / [lata npouspoictsa : Nov-2021

Date of Expiry / Cpok rogaoct : Oct-2026

Analysis performed according ND / Ananu3 nposegen no HJI: IIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification /
MoannHHOCTL

a) Complies as prescribed/
B cooTBeTCcTBUN C
onucaHvem

The retention time of the main peaks
on the chromatogram of the test
solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa yaepxusaHus OCHOBHbIX
nnKoB Ha XpomaTorpamme
UCMbITYEMOro  pactesopa  AOSKHbI
COOTBETCTBOBATH BpeMeHaMm
yaepXKnsaHus nnKoB Ha
XpomaTorpamme pacTteopa
CTaHAapTHbIX obpasuos
moynpodeHa W  napaueramona
(pasgen «KonunyectseHHoe
onpegerneHue»)

3 |Average weight and
mass uniformity /
CpegHsa macca u
0AHOPOAHOCTL NO
macce

966.2 mg

940,9 mg to 999,1 mg
(970,0 mg + 3,0 %) /

Or 9409 w™mr pgo 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets — NMT + 5% /
18/20 TabneTtok — He bonee + 5 %
2/20 tablets — NMT = 10% /
2/20 Tabnetok — He 6onee £ 10 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr cooTBeTCTBYET TpeboraHuam HJI

Opinion : APPROVED
3aximouenne: OJJOBPEHO

Jarta: 30.11.2021

Harta: 30.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosieHo: IIposepeHo: OmobpeHo: Menenxep /
Ankit Himesh Kumar PykoBonurens
v e — Pawan Kumar 0
(L |
Print Date: Print Date: Print Date:

Hata: 30.11.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTH®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoykaAnH®, Tab1eTKH, NOKPbIThIE MJIEHOYHOH 060J104Koii, 400mMr + 325mr

Batch No / Cepus Ne : V2101885

Batch Quantity / O6beM napTi :
776.000 Kg

040001473744

Analytical Report No / AHanuTHYecKuii oTder No :

Date of Analysis / [laTa anamm3a: 30.11.2021

Date of Manufacture / Jlata npounssogcrsa : Nov-2021

Date of Expiry / Cpox roanocru : Oct-2026

Analysis performed according ND / Anamns nposenen no HJ: TI NO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

11 minutes 27 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
Pacteopexve

95% - 101%

98% - 105%

NLT 70% (Q) C13H1g02 (Ibuprofen)
dissolved in 30 minutes /
He wmenee 70 % (Q)
(noynpodpeH) yepes 30 MyH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He menee 70 % (Q) CgHoNO2
(napaueTamon) Yyepes 30 MUH

C13H1s02

CgHgNO2
30

6 |Related substances /
PopacTtBeHHLIE NpUMecH

BDL

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpodgpeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amunHocpeHon (npumech
napaueTamona) — He 6onee 0,005%

7 |Water/Bopga

1.3%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanue: [TpoaykT cootsercTByeT Tpebosanuam HI | 3axmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosieHo: [IposepeHo: Ono6peno: MeHemxep /
Ankit Himesh Kumar PykoBoaurens
7 C,J’//F:) Pawan Kumar

- — )%_,,__q
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknun®, TabieTku, NOKPLIThIE NJIEHOYHOH 060J109KOi, 400mr + 325mr

Batch No / Cepusi Ne : V2101885

Batch Quantity / O6bem napTH :
776.000 Kg

040001473744

Analytical Report No / AHanuTHYecKuii oTyer N :

Date of Analysis / JlaTa apaan3a: 30.11.2021

Date of Manufacture / lata npousBoacrea : Nov-2021

Date of Expiry / Cpok roguocty : Oct-2026

Analysis performed according ND / Auanus nporegen mo HJ: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

8 [Microbial limits /
Mukpobuonorudeckas
yncToTa

a) Total aerobic
microbial count /
ObLee uucno
a3poBHbIX
MUWKPOOPraHU3moB

b) Total combined
yeasts and mould
count / ObLee yncno
OPOXOKEBLIX U
nnecHeBbIX FrpnboB

c) E. coli

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

Less than 5 CFU/g /
Menee 5 KOE/r

Absent / OTcyTcTBYET

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

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

Shall be absent in 1g / OTCyTCTBME B
1r

Remarks : The Product conforms to ND/
Ipumeyanue: [Ipoaykr coorseTcTByeT TpebopanusaM HJL

Opinion : APPROVED
3axmoyenue: ONNOBPEHO

(L

Prepared by / Checked by /
[ToAroToBneHo: [MpoBepeHo:
Ankit Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Meneaxep /
PykoBonurens

Pawan Kumar /”ﬁ
e

Print Date:
Hara: 30.11.2021
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Print Date:
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CEPTHU®HKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, Ta61eTKH, NOKPbLIThIE ILIEHOUHOH o6os0uKoi, 400mr + 325mMr

Batch No / Cepus Ne : V2101885

Batch Quantity / O0bem napTuu :
776.000 Kg '

040001473744

Analytical Report No / Anasmruueckuii oryer Ne :

Date of Analysis / Jlata anainsza: 30.11.2021

Date of Manufacture / Jlara npoussoactsa : Nov-2021

Date of Expiry / Cpox roanocts : Oct-2026

Analysis performed according ND / Ana/ju3 npoBeJeH no HJI: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uam. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OgHopoAaHoCTb 1.0 MokasaTterb npuemnemoctu (AV)
[03npoBaHus pormkeH 6biTb He 6onee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.2 MokaszaTtens npuemnemocty (AV)
napaderamon JormkeH 6biTb He 6oriee 15,0.
10 |Assay/ 392.9 mg 360 to 440 mg of Ci3HgO2
KonuyectseHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr oo 440,0 mr Cq3H1s02
(ubynpodpeH) B Tabnetke
328.99 mg 2025 to 357.50 mg of CsHeNO:

(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO2
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/
Ipumeuanwue: [Iponykr cooteTcTBYeT TpeboBanusm H/I

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Hara: 30.11.2021

Jara: 30.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBNEHO: [TpoBepeHo: Opo6peno: Menekep /
Ankit Himesh Kumar PykoBoautens
- Pawan Kumar \
3 g 2 =
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o
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTHO®UKAT AHAJTM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaMH®, Tab1eTKH, NOKPHITbIE IVIEHOYHOH 060109K0M, 400mr + 325mr

Batch No / Cepusi Ne : V2101885

Batch Quantity / O0bLem napTuu :
776.000 Kg

040001473744

Analytical Report No / AsanuTnyeckuii oTyer Ne :

Date of Analysis / lata ananm3a: 30.11.2021

Date of Manufacture / [lata nponsBogcrsa : Nov-2021

Date of Expiry / Cpok roanoctu : Oct-2026

Analysis performed according ND / Anaaus nposegen mo HJI: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/AI 10 tablets in PVC/Al blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in  [leafiet in a carton. / [o 10 Tabnetok
a carton. / Mo 10 Tabnetok |8 MBX/Al 6nnctep. Mo 1, 2 unn 20
B MBX/Al 6nucrep. Mo 1 BrMCTEpPOB B NaYKy KAPTOHHYHO
6nucTepy B nadky BMECTE C UHCTPpYKLMeR No
KapTOHHYO BMecCTe C NPYMEHEHNIO.

WMHCTPYKUMEN No
NPUMEHEHMIO.

12 | Labeling / Mapkupogka | According to ND / B cootBeTcTBUM C H]]
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu Temnepatype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5 years / 5 neT

rogHoCTU

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoayKT coOTBETCTBYET TpeboBaHusam HJI

Opinion : APPROVED
3akmoyenue: OJOBPEHO

Hara: 30.11.2021

Hata: 30.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [TpoBepeHo: Onobpeno: Menemxep /
Ankit Himesh Kumar PykoBoautens
A CJ_,/’;;) Pawan Kumar ~ [)
( i o - ' %_;l
Print Date: Print Date: Print Date:

Jata: 30.11.2021
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