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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 : +91 98166 56001-02
www.drreddys.com

CEPTUOPHKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxkaun®, TabaeTku, NOKPHIThIE NJAEHOUYHOI 060a0uKO0i, 400Mr + 325mr

Batch No / Cepus Ne : V2201307

Batch Quantity / Oobem maptuu : 776.0Kg

Analytical Report No / AnanuTudeckuii ordyer Ne :
040001600694, 890001601521

Date of Analysis / JlaTa anasimsa: 14.07.2022

Date of Manufacture / laTa npousBoacTna : Jun-2022

Date of Expiry / Cpok rogaoctu :May-2027

Analysis performed according ND / Ananus nposeaen no H/I: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / OnucaHnue

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

on cross section- white core /

Tabnetku KancynosuaHon
dhopmbl, NOKPbITbIE
NNeHOYHON obonoukon

OpaHXeBoro LUBeTa, C PUCKOM
Ha OOHOW CTOpOHE;, Ha
nonepeyvyHoM paspese — a4po
Senoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBWUAHON
hopmbl,  MOKPbITHIE  MIIEHOYHOM
o0onouKon opaHxXeBoro LugeTa, C
PUCKOA Ha OJHOW CTOpPOHE; Ha
nonepevyHoM paspese —  §4po
Genoro nnu nouTtn 6enoro UBeTa

Remarks : The Product conforms to ND/
IIpumeuanue: [IponyxT coorBeTcTBYeT Tpebopanusm HJ|

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Hara: 14.07.2022

Hara:14.07.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: [Tposepeno: Pardeep Kumar | Ogo6peno: Menemxep /
Ramakant PykoBoautens :Amit Kumar
- — I‘ "‘_,‘—""
Print Date: Print Date: Print Date:

Hara: 14.07.2022

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: maii@drreddys.com

CIN: L85195AP1984P1.C004507
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

Tel : 491 98166 56001-02
www.drreddys.com

CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoykauH®, TabaeTKH, NOKPBHIThIE NJIeHOYHOH 06004K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2201307

Batch Quantity / O6bem napTum : 7767)Kg

Analytical Report No / AnannTudecknii order No
040001600694, 890001601521

Date of Analysis / Jlata ananmusa: 14.07.2022

Date of Manufacture / /lata npouseogctsa : Jun-2022

Date of Expiry / Cpok roanocTu :May-2027

Analysis performed according ND / Ananu3 nposenen mo H/: ITN011252/01-110717 (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)

2 ldentification /

1 MNoanuHHOCTL
|

a) Complies as prescribed/
B cooTBeTCTBUMU C

The retention time of the main peaks
on the chromatogram of the test

3 |Average weight and
mass uniformity /
[CpenaHsasa macca n
04HOPOAHOCTb MO
mMacce

Complies /cooTBeTCTBUN C

onucaHnem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/
BpemeHa yaepXuBaHUS OCHOBHbIX
NnKoB Ha Xpomarorpamme
NCMbITYEMOTO  pacTsopa  [OSHKHbl
COOTBETCTBOBaTb BpemMeHam
yaepXMBaHNA MUKOB Ha
Xpomartorpamme pacTeopa
CTaH4apTHbIX obpasuos
nbynpocbeHa n  napaueTamona
(pasgen «KonnuyectaeHHoe
onpeaeneHme»)
969.0 mg 940,9 mg to 999,1 mg

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

9991 wr

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

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykT cooTBeTCTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmwouenue: OJIOBPEHO

Jata: 14.07.2022

Jara:14.07.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToproroBneHo: ITposepeno: Pardeep Kumar | Ono6peHo: Menemkep /
Ramakant W J— PykoBoauTens :Amit Kumar
/ = . e
| Aow
Print Date: Print Date: Print Date:

Hara: 14.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tclangana, India
Tel: 491 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
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabjeTKH, NOKPbLIThIE MJIeHOYHOI 0600uK0l, 400Mr + 325Mr

Batch No / Cepusi Ne : V2201307

Batch Quantity / O6bem naptuu : 776.0Kg

040001600694, 890001601521

Analytical Report No / Anamurndeckuii otuer No :

Date of Analysis / J/lata anamnsa: 14.07.2022

Date of Manufacture / laTa npoussoicrsa : Jun-2022

Date of Expiry / Cpok rognoctu :May-2027

Analysis performed according ND / Anaaus nposeaes mo HJI: TIN011252/01-110717 (amend Ne 1 from
_06._09.2018, amend No 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

09 minutes 25 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactBopeHune

93% - 98%

93% - 98%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /
He wmeree 70 % (Q)
(nbynpodeH) yepes 30 MyH
NLT 70% Q)
(Paracetamol) dissolved in
minutes /

He wmeHee 70 % (Q) CsHgNO>
(napaueTamon) Yepes 30 MuH

C13H1802

CgHoNO2
30

6 |Related substances /
PoacTtBeHHbIe npumecu

0.04%

0.0003%

Total impurities of lbuprofen NMT
1.0% / Cymma npumecei
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumech
napaueTamona) — He 6onee 0,005%

7 |Water/Bopga

1.6%

Not more than 5.0% /

He bonee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cootBercTByeT Tpebosanusam HJI | 3akmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBlieHo: [Mposepeno: Pardeep Kumar | Omo6peHo: Menemxkep /
Ramakant W ; PykoBoautens :Amit Kumar
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Print Date: Print Date: Print Date:
Hara: 14.07.2022 Harta:14.07.2022 Hara: 14.07.2022

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

CIN: L85195AP1984PLC004507

www.drreddys.com




/ Formulation Unit-6
Dr“ Reddy S q. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUPHUKAT AHAJIM3A

Ge Dr. Reddy's Laboratories Ltd.
)
o

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabaeTkn, NOKPHITHIE MJIEHOYHOI 060104K0il, 400Mr + 325Mr
Batch No / Cepus Ne : V2201307 Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / Ananurudeckuii oruer Ne : Date of Analysis / /laTa anaau3a: 14.07.2022 |
040001600694, 890001601521
Date of Manufacture / laTa npouseoacTpa : Jun-2022 | Date of Expiry / Cpok roguoctu :May-2027
Analysis performed according ND / Ananaus nposenen mo HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ usm. No 1 ot 06.09.2018, u3m. Ne 2 o1 23.09.2019)

*8 |Microbial limits /
Mukpobuonormyeckas
yucroTta 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
O6uwee unucno
a3pobHbIX
MUWKPOOpPraHM3moB
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 / ObLee 4yncno
OPO}OKEBBIX 1

nnecHesbIX rpnbos Absent / OtcyTtctByeT
c¢) E. coli Shall be absent in 1g / OTcyTcTBME B
1ir - |
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuyanue: Ilpogykr cootBercTByeT Tpeboranusam HJI | 3axmogenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosnexo: ITposepeno: Pardeep Kumar | Ono6pero: Menemkep /
Ramakant \}k p Pykoponutesns :Amit Kumar
= = 4 N
-
Print Date: Print Date: Print Date:
Hara: 14.07.2022 Hata:14.07.2022 Hara: 14.07.2022
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg

NOykAuH®, TabJeTKH, NOKPLITHIE MJIeH0YHOIT 060104KO0I, 400Mr + 325mMr

Batch No / Cepus Ne : V2201307 Batch Quantity / O6bem naprun : 776.0Kg

040001600694, 8950001601521

Analytical Report No / Anamuru4yeckuif order No : Date of Analysis / J/lata ananusa: 14.07.2022

Date of Manufacture / lata npoussojcrsa : Jun-2022  |Date of Expiry / Cpok roasocru :May-2027

Analysis performed according ND / Anasus nposeges o H/I: 11 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OQHOpOAHOCTb 2.0 MokaszaTenb npuemnemocTi (AV)
[031poBaHuA JormkeH ObITh He 6onee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
2.0 not more than 15.0 /

Paracetamol / MokazaTtenb npuemnemocTty (AV)
napaueTtamor JormkeH 6bITh He Bonee 15,0.

10 |Assay/ 392.0 mg 360 to 440 mg of CiHis02
KonnyecTteseHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr CqzH40:

(nbynpodbeH) B TabneTke
327.00 mg

2925 to 357.50 mg of CgHNO;
(Paracetamol) per tablet /

Ot 292,5 mr go 357,5 mr CgsHeNO:»
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [IponykT cooTBercTByeT Tpebopanusm HJJ | 3axmouenue: OOBPEHO

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

[ToaroToBJieHo: [Tposepeno: Pardeep Kumar | Ono6peHo: Menemxkep /

Ramakant \\ g 2 PyxoBoautens :Amit Kumar
- o~

Wy - —
Print Date: Print Date: Print Date:
Hata: 14.07.2022 Hata:14.07.2022 Hara: 14.07.2022
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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 : +91 98166 56001-02
www.drreddys.com

CEPTUDOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, TabJeTKH, NOKPLITHIE MAEHOYHOH 000J04K0il, 400mr + 325Mr

Batch No / Cepusi Ne : V2201307

Batch

Quantity / O6bem naptuu : 776.0Kg

040001600694, 890001601521

Analytical Report No / AnannTuuecknii oruer No :

Date of Analysis / JlaTta anamusa: 14.07.2022

Date of Manufacture / laTa npousBoacTsa : Jun-2022

Date of Expiry / Cpok roanoctn :May-2027

Analysis performed according ND / Ananu3 nposexex no 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, u3zm. No 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/Al 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. / Mo 10 TabneTok
a carton. /Mo 10 Tabnetok |8 MNBX/Al 6nuctep. Mo 1, 2 nnu 20
8 MBX/Al 6nucTep. Mo 1 ONMCTEpPOB B Navky KApTOHHYHO
OnucTepy B nadky BMECTE C UHCTPYKLMEN Mo
KapTOHHYIO BMeCTe ¢ NpUMEHEHUIO.

WHCTPYKUMERN no
NPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cootseTcTBuMM ¢ HJ]
13 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue Mpn TemnepaType He Bblwe 25 °C.

14 | Shelf life / Cpok 5years / 5 net

rogHoCTH

Remarks : The Product conforms to ND/
ITpumeuanne: [IpoaykT coorsercTByeT TpeboBaHusam HJJ

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Hara: 14.07.2022

Hata:14.07.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: [Ipoepeno: Pardeep Kumar | Onobpeno: Menemxep /
Ramakant L\\,\ Pyko BOLMTENb :Amit Kumar
@‘” = i .~\—x‘-'\‘\d\._. -
e g e B l ——
Print Date: Print Date: Print Date:

Hara: 14.07.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CIN: L85195AP1984PLC0O04507
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