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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

www.drreddys.com

CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykaun®, TabneTKH, NOKPbIThIE MJ1€HOYHOH 060104K0l, 400Mr + 325Mr

Batch No / Cepua Ne : V2101883

Batch Quantity / O6bem naptun :
776.000 Kg

040001471520

Analytical Report No / AHanuTHYecKHii oT4eT Ne :

Date of Analysis / JlaTa ananuza: 28.11.2021

Date of Manufacture / Jlara npoussojcrsa : Oct-2021

Date of Expiry / Cpox roguocts : Sep-2026

Analysis performed according ND / Anann3 nposeaen mo HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / OnucaHue |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KancynoBuaHON
dhopmbl, NOKPbITbIE
Mi1eHOYHOW oOonoukon

OpaHXeBOoro LiBeTa, C PUCKOW
Ha ofHOW CTOpoHe; Ha
nonepevyHom paspese — s4p0
Oeroro UBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabnetTkw KancynosugHown
hopMbl,  NOKPbITble  MNEHOYHON
obonoukon opaHxeBoro useTa, C
puckoiA Ha OOHOW CTOpOHe; Ha
NnonepevyHoM paspese —  84po
G6enoro nnu no4tu 6enoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr coorBeTcTBYeT TpeboBaHmsam HJI

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

JHara: 28.11.2021

Jarta: 28.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: IIposepeno: Ono6peno: Menemxep /
Suman Kumai/ Himesh Kumar PykoBoaurens
= — Manoj Kumar
S C;L—//_\_' A& L
Print Date: Print Date: Print Date:

Jara: 28.11.2021

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
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxaua®, TabaeTKH, HOKPBIThIE MIeHO4HOH 060104K0i, 400Mr + 325mr

Batch No / Cepust Ne : V2101883

Batch Quantity / O6bem mapTuu :
776.000 Kg

040001471520

Analytical Report No / Ananurnyeckuii order Ne :

Date of Analysis / /laTa ananusa: 28.11.2021

Date of Manufacture / /lata nponspoacra : Oct-2021

Date of Expiry / Cpok rogHocTH : Sep-2026

Analysis performed according ND / Ananu3 npoeegen no HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzM. Ne 2 ot 23.09.2019)

2 Identification /
MoannHHOCTL

a) Complies as prescribed/
B cooTBETCTBUU C
onucaHuem

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 yAepXMBaHUS OCHOBHbIX
MMKoB Ha XpomaTtorpammve
UCMNbITYEMOro  pacTsopa  [OSDKHbI
COOTBETCTBOBaTH BpEMEHaM
yOepXnBaHus nuKoB Ha
XpomaTtorpaMmme pacteopa
CTaHZapTHbIX obpasuos
noynpodheHa ©n  napavertamona
(pasgen «KonnyectBeHHoE
onpefeneHney)

macce

3 |Average weight and
mass uniformity /
CpepHasa macca un
OHOPOAHOCTL MO

973.9 mg

940,9 mg to
(970,0 mg + 3,0 %)/
Or 9409 wmr po
(970,0 mr + 3,0 %)

999,1 mg

9991 wmr

18/20 tablets — NMT + 5% /
18/20 TabrnieTok — He 6onee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Gonee + 10 %

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHuaM H/I

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Jata: 28.11.2021

Jata: 28.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosieHo: IIpoBepeHo: Omobpeno: Menemxep /
Suman Kumar / Himesh Kumar PykoBoautenn
S C_J—/‘:" Manoj Kumar -
Print Date: Print Date: Print Date:

Jara: 28.11.2021
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND1A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUD®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, TabI€TKH, NOKPBIThIE NUIEHOYHOI 000104K0H, 400mr + 325mr

Batch No/ Cepus Ne : V2101883

Batch Quantity / O6bem maptun :
776.000 Kg

040001471520

Analytical Report No / AHannTHYeckHuii oTyer Ne :

Date of Analysis / laTa anaiu3za: 28.11.2021

Date of Manufacture / Jlata npousBoactsa : Oct-2021

Date of Expiry / Cpok rogHoctH : Sep-2026

Analysis performed according ND / Auanu3 nposeaen mo H/I: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

10 minutes 25 seconds

Not more than 30 minutes /
He 6onee 30 MmuH

5 |Dissolution /
PacTteopeHue

97% - 102%

97% - 100%

NLT 70% (Q) C13H1s02 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) Ci3H4502
(MbynpocheH) yepes 30 MmuH

NLT 70% Q) CeHgNO2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHoNO-

(napauetamor) Yepes 30 MUH

6 |Related substances /
PogcTBEHHbIE NpUMecH

BDL

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumech
napauetamona) — He bonee 0,005%

7 |Water/Bopa

1.2%

Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: [Tpoaykt cootsercTByeT Tpebopanuam HJl | 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroropneHo: IIpoBepeHo: Ono6peno: Menenxep /
Suman Kumar Himesh Kumar Pykooautens
5 - 1 KO I

% d”/”\g Manoj Kumar f \@ L‘;‘ig—
Print Date: Print Date: Print Date:
Jara: 28.11.2021 Jara: 28.11.2021 Hara: 28.11.2021

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: L85195AP1984PLC004507
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Qe Dr. Reddy's Laboratories Ltd.

! ‘. Formulation Unit-6
DI'. Reddy S e Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS  yyuw.drreddys.com

CEPTUDOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykauH®, TabneTKH, HOKPBITHIE MJIeHO4YHOH 060J049K0H, 400mr + 325Mr

Batch No / Cepus Ne : V2101883 Batch Quantity / O6bem napTus :
776.000 Kg
Analytical Report No / Anajmurudeckuii oryer No : Date of Analysis / laTa anaymsa: 28.11.2021
040001471520
Date of Manufacture / Jlata npousBoacrsa : Oct-2021 | Date of Expiry / Cpok roanocts : Sep-2026

Analysis performed according ND / Ananus nposeaen mo HJI: T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

8 |Microbial limits /
Mukpobuonornyeckas
yucToTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / MeHee 10 KOE/r He 6onee 1000 KOE/r
O6Lwee yncno
a3pobHbIX
MUKPOOPraHNM3MOoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould MenHee 5 KOE/r He 6onee 100 KOE/r
count / O0Lee yncno
OPONOKEBBIX U
nnecHesbIX rpnbos

Absent / OtcytcTByeT Shall be absent in 1g / OTcyTcTBUE B
c) E. coli 1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cooteTcTRYeT TpeGopanusm HJI | 3axmoyenne: ONTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBiieHo: [IpoBepeno: Ono6peno: Menemxkep /
Suman Kuma;/ Himesh Kumar Pykoroaurens
M . K ; -~
< Z (DS/IIJ;_:: anoj Kumar *l()_" M
Print Date: Print Date: Print Date:
JHata: 28.11.2021 Jara: 28.11.2021 Hata: 28.11.2021

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

www.drreddys.com

CEPTUDUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNo6ykanu®, TabneTKH, NOKPLITHIE MJIEHOYHOH 000.104K0ii, 400mr + 325Mr

Batch No / Cepun Ne : V2101883

Batch Quantity / O6bem naptumu :
776.000 Kg

040001471520

Analytical Report No / Ananurun4yecknii order Ne :

Date of Analysis / /laTa anannza: 28.11.2021

Date of Manufacture / /IaTa npouszsogcrsa : Oct:2021

Date of Expiry / Cpok rognocTu : Sep-2026

Analysis performed according ND / Ananns npoeenen mo HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoaHoCTb 1.1 MokasaTtenb npuemnemocTyn (AV)
0031npoBaHns JoMmkeH bbITe He Bonee 15,0.
Ibuprofen /
unbynpodpeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.9 MokasaTenb npuemnemocty (AV)
napaueramon JormkeH ObiTb He Gonee 15,0.
10 |Assay/ 393.9 mg 360 to 440 mg of CiH1502
KonunyecTteeHHoe (Ibuprofen) per tablet /
onpepeneHue Ot 360,0 mr go 440,0 mr Ci3H1502
(nBynpodeH) B Tabnetke
321.23 mg 2925 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CgHgNO:
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooteTcTBYeT Tpebopanusm HJJ | 3akmoyenne: ONIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: IIposepeHo: OnobpeHo: Menemxep /
Suman Kuma/ Himesh Kumar Pykoroautens

g QL,/—Q Manoj Kumar i (
Print Date: Print Date: Print Date:
Hara: 28.11.2021 Jara: 28.11.2021 Hara: 28.11.2021

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 Laboratories Ltd.
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! °Q Formulation Unit-6

Dr' Reddy s -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUDPHUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HN6ykanH®, TabaeTKH, NOKPLITHIE MIeHO4YHOi 0001049K0#, 400Mr + 325mr

Batch No / Cepus Ne : V2101883 Batch Quantity / O0bem napTus :

- 776.000 Kg

Analytical Report No / Ananutudeckuii oTyet Ne : Date of Analysis / JlaTa ananmn3a: 28.11.2021
040001471520

Date of Manufacture / Jlata npon3eoacrsa : Oct-2021  [Date of Expiry / Cpok roaHocTH : Sep-2026

Analysis performed according ND / Ananu3 nposenen no H: TIN011252/01-110717 (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/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / o 10 TabneTok
a carton. / Mo 10 Tabnetok |8 NBX/Al 6nucTep. Mo 1, 2 nnn 20

B MBX/Al 6nnctep. Mo 1 OnncTepos B NaqKky KapTOHHYIO
6nucTepy B nauky BMECTE C UHCTPYKLMEN no
KapTOHHYIO BMECTE C NMPUMEHEHMUIO.

WHCTPYKUMER No

NPUMEHEHUIO.

12 | Labeling / Mapkupogka | According to ND / B cooteetcTBuu ¢ HL

13 | Storage conditions / At temperature not more than 25 °C./

XpaHeHue MNpu Temnepatype He Bbiwwe 25 °C.
14 | Shelf life / Cpok 5vyears /5 ner

rogHoCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Iponykr cooreTcTBYyeT Tpebopanusam H]I | 3akmoyenne: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBineHo: [Ipoeepeno: Ono6peno: Menemxep /
Suman Kumar / Himesh Kumar PykoBogutens

L2 e Manoj Kumar W
C_‘E’\"Xr——/—\J el

Print Date: Print Date: Print Date:
Jlarta: 28.11.2021 Hata: 28.11.2021 Hara: 28.11.2021

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: L85195AP1984PLC004507
www.drreddys.com



