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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA

CEPTHOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaua®, TabaeTKH, MOKPBITHIE NJIeHOYHOH 0060/104K0ii, 400Mmr + 325Mmr

Batch No / Cepust Ne : V2201116

Batch Quantity / O6bem mapTum : 776.0Kg

040001586453, 890001596338

Analytical Report No / AHanuTn4yecknii oT4eT Ne :

Date of Analysis / JlaTa ananu3za: 21.06.2022

Date of Manufacture / JlaTa npon3soacTsa : May-2022

Date of Expiry / Cpok roagnocTH :Apr-2027

Analysis performed according ND / Auanu3 nposeaen no HJI: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, uzm. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / OnucaHne

Capsule-like orange-coloured
film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynosngHou
thopmbl, NOKPbITEIE
MJ1EHOYHOMN obonoukon
OpaHXeBoro UBeTa, C PUCKON
Ha OAHON CTOpoOHe;, Ha

nonepeyHoOm paspese — Aapo
Oenoro useta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtkn KarcyrnoBUOHON
popmMbl,  MOKPbITbIE  NIIEHOYHOW

000MNoYKON OpaHXeBoOro -LUBeTa, €
puckol Ha OOHOW CTOPOHE; Ha
nonepevyHom paspese -— AApo

©enoro unu no4dTtn 6&noro LBeTa

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr coorBercTByeT TpeboBaHuam H/L

Opinion : APPROVED
3axnouenne: OJJOBPEHO

Jata: 21.06.2022

Hara: 21.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBnexo: [Tposepeno: Santosh Kumar | Ono6peno: Menemxep /

Ramakant Maurya PykoBoauresns :Manoj Kumar
Print Date: Print Date: Print Date:

Jlata: 21.06.2022

Registered Office: 8-2-337, Road Mo. 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, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CEPTU®UKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykauu®, TabeTkH, MOKpLITHIE M1eH0YHOH 0601049K0ii, 400mr + 325mr

Batch No / Cepusi Ne : V2201116

Batch Quantity / O6nem napruu : 776.0Kg

Analytical Report No / AHaimuTHyeckHii oTyeT No :
040001586453, 890001596338

Date of Analysis / {aTa anamm3a: 21.06.2022

Date of Manufacture / Jlara npouseoacrea : May-2022

Date of Expiry / Cpok roasoct :Apr-2027

Analysis performed according ND / Ananu3s npoexer mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification /
MNoanuHHOCTE

a) Complies as prescribed/
B cooTBeTCTBUMK 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 yaepxuBaHUsi OCHOBHbIX
NUKOB Ha Xpomarorpamme
NCMbLITYEMOro  pacTBopa  AOSIKHBI
COOTBETCTBOBATb BpEMEHAM
yAEpXKNBaHWA NUKoB Ha
XpomaTtorpamme pacTteopa
CTaHO4apTHbIX obpasLos
nbynpocdeHa u  fapaueramona
(paspen «KonnuectseHHoe
onpegeneHne»)

macce

3 |Average weight and
mass uniformity /
CpegHss macca n
OAHOPOAHOCTb MO

974.7 mg

Complies /cooTBeTCTBUU C

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

999,1 mg

9991 wMr

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

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusaM HJT

Opinion : APPROVED
3axmouenne: OJOBPEHO

Hara: 21.06.2022

Jata: 21.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosieHo: ITpoeepeno: Santosh Kumar | OnobpeHo: Menemxep /

Ramakant &/ Maurya 5 PykoBoautens :Manoj Kumar
Print Date: Print Date: Print Date:

Jara: 21.06.2022

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

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDIA

CEPTUOUKAT AHAJIM3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaua®, TablIeTKH, NOKPBLITHIE IIeHOYHOit 060104K0i, 400mr + 325Mr

Batch No / Cepust Ne : V2201116

Batch Quantity / O6nem maptun : 776.0Kg

040001586453, 890001596338

Analytical Report No / AnanuTu4yeckuii oryer Ne :

Date of Analysis / J/laTa anpanusa: 21.06.2022

Date of Manufacture / Jlata npousBoacrea : May-2022

Date of Expiry / Cpok roguoeru :Apr-2027

Analysis performed according ND / Ananu3s nposeaes mo HJI: I N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
Pacnapgaemoctb

10 minutes 22 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacteopeHue

100% - 102%

98% - 101%

NLT 70% (Q) Ci3H1g02 (Ibuprofen)
dissolved in 30 minutes /
He mernee 70 % (Q)
(nbynpodeH) uepes 30 MuH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He meHee 70 % (Q) CgHsNO:
(napauetamon) yepes 30 MyH

C13H1802

CsHsNO:
30

6 |Related substances /
PopacTBeHHbIE NpUmecH

Below Disregard Limit

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpocbeHa — He 6onee 1,0 %

0.0003 % 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-ammuHodeHoN {Npumech
napaueTtamona) — He 6onee 0,005%

7 |Water/Bopga 1.2% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipuveyanue: [TpoaykT cooTseTcTByeT TpeGosannsam HJI | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: ITposepeno: Santosh Kumar | Ono6pero: Menemxkep /
Ramakant 3 Maurya PykxoBoautens :Manoj Kumar
I'g ~ _c"rl - T .
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Print Date: Print Date: Print Date:
Jara: 21.06.2022 Jara: 21.06.2022 Jarta: 21.06.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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CEPTI/I(I)I/IKAT AHA.JII/I3A Tel ; +91 98166 56001-02
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykaua®, TabaeTKH, MOKPLIThIE IVIEHOYHOI 000/104K0ii, 400Mr + 325Mr

Batch No / Cepusa Ne : V2201116 Batch Quantity / O0bem napTun : 776.0Kg

Analytical Report No / AnasurHdeckuii oTuer Ne : Date of Analysis / /laTa ananu3za: 21.06.2022
040001586453, 890001596338
Date of Manufacture / laTta nponseoacrsa : May-2022 |Date of Expiry / Cpok roanocrtu :Apr-2027
Analysis performed according ND / Anann3 nposenen mo H/[: ITTN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3zm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Muikpoburonornyeckas
umncToTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6Lee uucno
a3pobHbIX
MUWKPOOPraHu3mMoB
Less than 5 CFU/g/
b) Total combined MeHee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / O6Luee umncro
OPONOKEBBIX U

nriecHeBbIX rpubdos Absent / OTtcytcTBYyeT
c) E. coli Shall be absent in 1g / OTcyTcTBME B
ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpuMeuanne: [Tpoaykt cootBercTByeT Tpebosanusm H]I | 3axmoyenue: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: ITposepeno: Santosh Kumar | Ono6peno: Menemxep /
Ramakant ' (w/ Maurya PykoBoautens :Manoj Kumar
/ yc<c - .
B Ry % il

Print Date: Print Date: Print Date:
Jlata: 21.06.2022 Hara: 21.06.2022 Hata: 21.06.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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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

CEPTUOUKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOoykanH®, TabaeTKH, NOKPLITHIE IIEHOYHOH 060/10uK0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2201116

Batch Quantity / O6bem naptun : 776.0Kg

040001586453, 890001596338

Analytical Report No / AHanmuTHYecKHi oTueT Ne :

Date of Analysis / /lata anann3a: 21.06.2022

Date of Manufacture / lata npousBoacrsa : May-2022

Date of Expiry / Cpox rogaoctu :Apr-2027

Analysis performed according ND / Ananun3 nposeaen mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

9 | Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OgHopogHoCTb 1.8 MokasaTenb npuemnemoctn (AV)
[031poBaHmuA JomxeH bbiTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.8 MokasaTtenb ApuemnemocTty (AV)
napaueTamon JormKkeH obiTe He Oonee 15,0.
10 |Assay/ 395.5 mg 360 to 440 mg of Ci3H4s0:2
KonuuecteeHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Cq3H4s02
(vbynpochbeH) B TabneTke
323.87 mg 2925 to 357.50 mg of CgHgNO,

(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHoNO-
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeyanne: [TpoaykT cooTBeTcTBYeT TpeboBanusam HJ | 3axkmovenne: OHJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[loaroroBneHo: ITposepeno: Santosh Kumar | Onobpeno: Menemxep /

Ramakant w Maurya . PyxoBoaurens :Manoj Kumar
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Print Date: Print Date: Print Date:

Jara: 21.06.2022 Hara: 21.06.2022 Hata: 21.06.2022

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com
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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

CEPTHO®UKAT AHAJIU3A

Tel : +91 98166 56001-02

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxknna®, TabsieTkH, nOKpbITHIE MIeHOYHOH 0001049K0M, 400Mr + 325Mr

Batch No / Cepusi Ne : V2201116

Batch Quantity / O6bem naptuu : 776.0Kg

040001586453, 890001596338

Analytical Report No / AnasuTuuecknii oruer No :

Date of Analysis / laTta ananu3za: 21.06.2022

Date of Manufacture / lata npon3soacrea : May-2022

Date of Expiry / Cpok rognocrn :Apr-2027

Analysis performed according ND / Ananns nposenen mo H: TT 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)

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 |leaflet in a carton. / Mo 10 TabneTok
a carton. /Mo 10 Tabnetok |8 MNBX/Al 6nuctep. Mo 1, 2 vnn 20
8 MBX/Al 6nuctep. Mo 1 6nucTepoBs B Nayky KapTOHHYIO
onucTepy B navky BMECTe C MHCTPYKUUEN no
KapTOHHYO BMECTe ¢ NPUMEHEHUIO.

WHCTPYKUWeEn no
NPUMEHEHMUIO.

12 | Labeling / MapkupoBka | According to ND / B cootsetcTeum ¢ HJ]
13 | Storage conditions / At temperature not more than 25 °C. /
| XpaHeHue Mpu Temnepatype He Bbilwe 25 °C.

14 | Shelf life / Cpok 5 years / 5 net

rogHoOCTU

Remarks : The Product conforms to ND/
Ilpumeyanne: [Ipoaykt coorBeTcTBYeT TpeboBaHuaM HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jara: 21.06.2022

Jara: 21.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: ITposepeno: Santosh Kumar | Onobpeno: Menemxep /
Ramakant Maurya PykoBoautens :Manoj Kumar
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Print Date: Print Date: Print Date:

Hara: 21.06.2022
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