Dr.Reddy’s ‘,‘o

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

CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg +325 mg
NO6yxauu®, Ta0neTKH, NOKPBITHIE NNIEHOYHOI 060104 K0it, 400Mr + 325Mr

Batch No / Cepusi Ne : V2202035

'Batch Quantity / O6bem mapTuu : 776.0Kg

040001654719,890001619869

Analytical Report No / AHajuTH4Yecknii oTueT Ne :

Date of Analysis / Jlata ananunza: 10.10.2022

Date of Manufacture / /lata npon3soacrsa : SEP-2022

Date of Expiry / Cpok rogaoct :AUG-2027

Analysis performed according ND / Ananu3 npoBegen mo HJI: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, 13m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / OnucaHune

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

tablets;

on cross section- white core /
TabneTtku KarcynosuaHom
thopmbil, NoKpbITLIE
NNEHOYHON obonouykon
OpaHXeBoro LBeTa, C PUCKON
Ha OOHOM CTOpPOHE;, Ha

nonepevyHoM paspese — s4p0o
Genoro LUBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtkum KancynoBUAHOW
dopMbl,  MOKPLITLIE  MMAEHOYHON
0DONMOYKON OpPaHXEBOrO LBeTa, C
pUCKON Ha OLHOW CTOPOHE; Ha
rnornepeyYyHoM  paspese a0po
©enoro nnu noytn 6enoro UgeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: Tpoaykr coorsercTByeT Tpebopanuam HJI | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: [TpoBepeno: Pardeep Kumar | Ono6peno: Menemxkep /
Ankit /) ¢ Pykorogutene :Amit Kumar
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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

CEPTUDPUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyknna®, TabneTKH, NOKPLITHIE NJIEHOYHOI 00004K0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2202035

Batch Quantity / O0bem naprun : 776.0K g

Analytical Report No / Ananutnuecknii oryer Ne :
040001654719,890001619869

Date of Analysis / lata ananu3a: 10.10.2022

Date of Manufacture / lata npoussoacraa : SEP-2022

Date of Expiry / Cpok roanoctu :AUG-2027

Analysis performed according ND / Ananu3 npoBenen mo HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, 13m. Ne 2 ot 23.09.2019)

2 Identification /
MoanMHHOCTL

a) Complies as prescribed/
B cootBeTCcTBUN C

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

mass uniformity /
CpeaHsasa macca un
OAHOPOAHOCTb MO
macce

onncaHnem solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards

solution (section Assay)/
BpemeHa yaepXmBaHMA OCHOBHbLIX
NMKoB Ha XpomaTorpamme
UCMNbITYEMOrQ  pacTBopa  AOJTKHbI
COOTBETCTBOBATL BpeMeHam
yaepXKnBanusi MUKOB Ha
XpomaTorpamme pacTteopa
CTaHpapTHbIX obpasuos
ubynpocdeHa 1  napaueTamona
(pasgen «KonuuyecteeHHoe

i onpeeneHne»)

3 |Average weight and 974.5 mg 940,9 mg o 999,1 mg

Complies /cooTBeTCTBUNK C

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

9991 wr

18/20 tablets — NMT £ 5% /
18/20 Tabnetok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He bonee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykr coorrercrByeT TpeboBaHusam HJI

Opinion : APPROVED
Zakmouenue: OJJOBPEHO

Hara: 10.10.2022

Hara: 10.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIpoBepeHo: Pardeep Kumar | OnoGpeno: Menemkep /
Ankit \ j PykoBoautens : Amit Kumar
| =k [
Print Date: Print Date: Print Date:

Hara. 10.10.2022

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: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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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

CEPTUPOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoykmMH®, TabneTku, NOKPLITHIE JIEHOYHOI 060/104K0i1, 400Mr + 325Mr

Batch No / Cepust Ne : V2202035

Batch Quantity / Oobem napruu : 776.0Kg

040001654719,890001619869

Analytical Report No / AHanuTHuyeckuii oTuer No ¢

Date of Analysis / laTta anaausa: 10.10.2022

Date of Manufacture / laTta npoussoacrsa : SEP-2022

Date of Expiry / Cpok rognocrn :AUG-2027

Analysis performed according ND / Ananu3 nposenen nmo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. No 1 ot 06.09.2018, uszm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTts

08 minutes 40 seconds

Not more than 30 minutes /
He 6onee 30 muH

S |Dissolution /
PacTtBopeHne

96% - 101%

98% - 101%

NLT 70% (Q) Ci3H1gO2 (Ibuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(n6ynpodheH) Yyepes 30 MuUH

C13H1802

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

He wmeHee 70 % (Q) CsHyNO;

(napaueTtamon) vyepes 30 MuH

6 |Related substances /
PoacteeHHble Npumech

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceit
néynpodeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (Npumech
napauetamona) — He 6onee 0,005%

{ |Water/ Bopga

1.6%

Not more than 5.0% /
He 6onee 5.0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykt cooreercryer Tpeboanusam HJ | 3akuoyenue: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: ITpoBepeHo: Pardeep Kumar | Ono6peHo: Menemxkep /
Ankit ) ?;’ PykoBoautens :Amit Kumar
= N S
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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 AHAJU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyxaun®, TabieTkH, NOKPBIThIE JIEHOYHOH 060104K0i#, 400Mr + 325mMr

Bateh No / Cepusa Ne : V2202035

Batch Quantity / Oobem naptuu : 776.0Kg

040001654719,890001619869

Analytical Report No / Anajurudeckuii oryer Ne :

Date of Analysis / Jlara anasnuza: 10.10.2022

Date of Manufacture / lata npoussoacrsa : SEP-2022

Date of Expiry / Cpok roanocrn :AUG-2027

Analysis performed according ND / Ananus nposenen nmo HJI[: 1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, n3m. No 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
uncToTa

a) Total aerobic
microbial count /
OO6wee yucro
a3pOo0HbIX
MUWKPOOpPraHM3mos

b) Total combined
yeasts and mould
count / Obuwee 4ucno
OPO’OKEBLIX 1
nrecHesbIX rpudos

c) E. coli

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

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

Absent / OTtcytcTByeT

Not more than 1000 CFU/g /
He tonee 1000 KOE/r

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

Shall be absent in 1g / OTtcyTcTBUE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: Ipoaykt coorBercTByeT TpeGosanusm HJI | 3akaiouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: X ITposepeno: Pardeep Kumar | Ono6peHo: Menemxep /
Ankit /'\. Pykoronutens :Amit Knmar
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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

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTIHDOHUKAT AHAJIU3A

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

HOyknuu®, TabjaeTkn, mokpbIThie NUIEHOUHOI 060104K0il, 400mMr + 325Mmr

Batch No / Cepust Ne : V2202035 Batch Quantity / O0bem maptun : 776.0Kg

040001654719,890001619869

Analytical Report No / Ananutiuyeckuii ordyer Ne : Date of Analysis / Jlata ananu3a: 10.10.2022

Date of Manufacture / J/lata npoussoacta : SEP-2022  |Date of Expiry / Cpok rognoctu :AUG-2027

Analysis performed according ND / Ananu3 nposenen mo HJI: IT 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 /
/ OgHopogHOCTL 1.7 lMokasaTenb npnemnemocTu (AV)
J031poBaHna AormKkeH ObITb He Gornee 15,0.
Ibuprofen /
néynpoceH Acceptance value (AV) should be
1.6 not more than 15.0 /

Paracetamol / MokasaTenb npuemnemocTtn (AV)
napauyeTamon JoJKeH ObiTb He bornee 15,0.

10 |Assay/ 403.6 mg 360 to 440 mg of Ci3His0;
KonunuyecTteeHHoe (Ibuprofen) per tablet /
onpegenexHue Ot 360,0 mr po 440,0 mr CisH10-

(nbynpodpeH) B TabneTke
325.47 mg

2925 to 357.50 mg of CsHgNO,
(Paracetamol) per tablet /

Ot 292,5 mr no 357,5 mr CgHgNO»
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
pumeuanne: [1poaykr coorBercTByer TpeGosanuam HJ[ | 3axmouenne: OTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: ITposepeno: Pardeep Kumar | Ono6peHo: Menemkep /
Ankit ) f PykoroauTens : Amit Kumar
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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

CEPTHDUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykauu®, TabieTku, MOKPbITLIE NJIEHOYHOI 060/1049K0H, 400mr + 325Mr

Batch No / Cepusi Ne : V2202035 Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / Ananurudeckuii oruer No : Date of Analysis / laTa ananuza: 10.10.2022
040001654719,890001619869

Date of Manufacture / Jlata npoussoacrsa : SEP-2022  |Date of Expiry / Cpok rognoctn :AUG-2027

Analysis performed according ND / Ananu3 nposenen mo HJ: I1 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 / Ynakoska [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 leafletin [leaflet in a carton. / Mo 10 TabneTok
a carton. /1o 10 Tabnetok  |B MBX/Al Grnuctep. Mo 1, 2 unu 20

B MBX/Al 6nuctep. Mo 1 BnMCcTepoB B NayKy KapTOHHYHO
Bnuctepy B nauky BMECTE C UHCTPYKUMER no
KapTOHHY BMeCTe C NpUMEHEHUIo.

WHCTpYKU1en no

NPUMEHEHWIO. [

12 | Labeling / Mapkuposka | According to ND / B cootBeTcTauu ¢ H

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

XpaHeHve Mpu Temnepatype He Bbile 25 °C.
14 | Shelf life / Cpok 5 years /5 net

rogHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Mpoaykr cootBercteyet Tpebopanuam HJl | 3axmouenne: OMOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroeneHo: IIposepeno: Pardeep Kumar | OnoGpeno: Menenxep /
Ankit , PyxoBoautens :Amit Kumar
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