Dr.Reddy’s Q':

CERTIFICATE OF ANALYSIS

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

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

CEPTUOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanH®, TabaeTKH, NOKPHITHIE NIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200925

Batch Quantity / O6bem maptun : 776.0 Kg

040001573108, 890001591393

Analytical Report No / AnanutiH4yeckuii oTuer Ne :

Date of Analysis / JlaTta anann3za: 23.05.2022

Date of Manufacture / laTa nponsBoactea : Apr-2022

Date of Expiry / Cpok rogaoctn :Mar-2027

Analysis performed according ND / Ananau3 npoeeaen no HJI: [1N011252/01-110717 (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 / Onucanue

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

tablets;

on cross section- white core /
Tabnetkn  kancynosumaHON
dhopmbl, NOKpbIThIE
NNEHOYHON obornoukoi

OpaHXXeBoro LBETa, C PUCKOIA
Ha OOHOW CTOpOHE, Ha
nonepevyHom paspese — a4po
Gernoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancyrnoBuaHON
tbopMbl,  MOKPLITEIE  MMNEHOYHOMN
000MO4YKON OpaHXeBOTO LBeTa, ¢
pUckol Ha OAHOW CTOPOHE; Ha
nonepeyHoM paspese -—  |4po
6enoro unu noyTy 6enoro LBeTa

Remarks : The Product conforms to ND/
IIpumeuanne: [Tpoaykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Jara: 23.05.2022

Hara: 23.05.2022

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

ITonroroBneHo: [Tpoeepeno:Naresh Kumar | OnobpeHo: Menemxep /

Ankit . @ PykoBoautens :Manoj Kumar
& 'h,,Zl}_(j}_L

Print Date: Print Date: Print Date:

Hata: 23.05.2022

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: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS  1¢/:+91 98166 56001-02

CEPTHOUKAT AHAJIU3A www.drreddys.com

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

NoykauH®, TabaeTKH, NOKPBLITHIE ILLIEHOYHOI 000/1049K0i, 400Mr + 325Mr .

Batch No / Cepus Ne : V2200925 Batch Quantity / O6wem naptuu : 776.0 Kg

040001573108, 890001591393

Analytical Report No / AHanuTHYecknii oryeT Ne : Date of Analysis / Jlata ananu3za: 23.05.2022

Date of Manufacture / lata npoussogctsa : Apr-2022  |Date of Expiry / Cpok rogaoctn :Mar-2027

Analysis performed according ND / Ananau3 nposegen no H/: [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)

2 Identification / a) Complies as prescribed/
MNoannHHoCTb B cooTtBeTCcTBMN C
onucaHmem

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 yaepxuBaHuUs OCHOBHbIX
MKoB Ha XpomaTtorpaMmmMe
MCNbITYEMOrO  pacTBopa  OOSXKHbI
COOTBETCTBOBATL BpeEMeHaMm
yoepKnBaHns NUKoB Ha
Xpomartorpamme pacTsopa
CTaHAapTHbIX obpazuos
nbynpocbeHa 1 papauetamona
(pasgen «KonunyectBeHHoe
onpeneneHne»)

3 |Average weight and 964.9 mg
mass uniformity /
CpenHsis macca u
OAHOPOAHOCTb MO
macce

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

Or 9409 w™mr po 9991 wr
(970,0 mr + 3,0 %)

18/20 tablets — NMT £ 5% /
18/20 TabneTtok — He Gonee + 5 %
2/20 tablets — NMT = 10% /
2/20 TabneTok — He Gonee + 10 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT coorBeTcTByeT TpeboBanusm HJI

Opinion : APPROVED
3akarouenue: OJJOBPEHO

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

Ioarororneno: IIpoeepeno:Naresh Kumar | Ono6peno: Menemxkep /

Ankit - Q Pykoeoautens :Manoj Kumar
&/ = \-];;J_[ Lt bt =

Print Date: Print Date: Print Date:

Hara: 23.05.2022 Jara: 23.05.2022 Hara: 23.05.2022
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‘ ... Dr. Reddy's Laboratories Ltd.
/ o . .
Formulation Unit-6
Dr' Reddy S -. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTHOHUKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyx1nu®, TabneTKH, NOKPLITHIE JIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200925 Batch Quantity / O6bem mapruu : 776.0 Kg

Analytical Report No / AnanuTu4yeckuii oryer Ne ; Date of Analysis / IaTa anann3za: 23.05.2022
040001573108, 890001591393

Date of Manufacture / lata npousBoacrsa : Apr-2022  |Date of Expiry / Cpok rogsoctu :Mar-2027

Analysis performed according ND / Anann3 npoeegen no HJ: TI N011252/01-110717 (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)

4 |Disintegration / 08 minutes 21 seconds  |Not more than 30 minutes /
Pacnagaemoctb He Gonee 30 MuH

S |Dissolution / 97% - 103% NLT 70% (Q) C13H1sO2 (Ibuprofen)
PactBopeHue dissolved in 30 minutes /

He wmeHee 70 % (Q) CizH402
(nbynpodbeH) uepez 30 MuH

NLT 70% (Q) CsHsNO>
99% - 102% (Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHeNO:
(napauetamon) yepes 30 MmuH

6 |Related substances / 0.04 % Total impurities of Ibuprofen NMT
PoAcTBeHHbIE nprmMecn 1.0% / Cymma npumecen
néynpoceHa — He Gonee 1,0 %
0.0002 % 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHogeHon (npumech
napaueTtamona) — He bosiee 0,005%

7 |Water/Bopga 1.5% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ * | Opinion : APPROVED
IIpumeuanue: [Ipoaykr cooteTcTBYeET TpeGosanuam HJ[ | 3akurouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: IpoeepeHo:Naresh Kumar | Ono6peHo: MeHemxkep /
Ankit (A @ PykxoBoautens :Manoj Kumar
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Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

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

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOPUKAT AHAJIU3A www.drreddys.com

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

NoyxanH®, TabjeTKH, NOKPHITHIE LIEHOYHOH 000/1049K0ii, 400Mr + 325Mmr

Batch No / Cepns Ne : V2200925 Batch Quantity / O6bem naptuu : 776.0 Kg

040001573108, 890001591393

Analytical Report No / AHanuTH4YecKnif oTuer No : Date of Analysis / JlaTta anannza: 23.05.2022

Date of Manufacture / /lata npoussoactsa : Apr-2022  |Date of Expiry / Cpox rognoctu :Mar-2027

Analysis performed according ND / Ananu3 npoeegen mo H/I: TI 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 /

Mukpobuonoruyeckas
YucToTAa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r

microbial count /
Ob6Lyee yncno
a3pobHbIX
MUKPOOPraHn3mMos
Less than 5 CFU/g/
b) Total combined MeHee 5 KOE/r
yeasts and mould
count / Obwee uncno
OPOXCKEBBIX U
nnecHeBbIX rpUboB Absent / OTtcyTcTBYET

¢) E. coli

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/ Opinion : APPROVED
Ipumevanwue: [Ipoaykr coorBercTByeT TpeGosanusam HJI | 3akmoyenune: ONJOSPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarororneHo: ITpoeepeno:Naresh Kumar | Ogo6peHo: MeHemxep /

Ankit - @ PykoBoautens :Manoj Kumar
Print Date: Print Date: Print Date:

Hara: 23.05.2022 Jara: 23.05.2022 Jlata: 23.05.2022
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Dr.Reddy’s ":'.

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

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUoykauH®, TabneTKH, NOKPHITHIE MJIEHOYHO# 000104K0l, 400Mr + 325Mr

Batch No / Cepusa Ne

1 V2200925

Batch Quantity / O6bem napruu : 776.0 Kg

Analytical Report No / AHanuTu4deckuii oruer Ne ;
040001573108, 890001591393

Date of Analysis / JlaTa anannsa: 23.05.2022

Date of Manufacture / /lata nponssogcraa : Apr-2022

Date of Expiry / Cpox rogaoctn :Mar-2027

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

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /

{ OoHopoaHoCcTb 1.4 Mokasatenb npuemnemoctu (AV)

0031poBaHns JormkeH ObITk He Gonee 15,0.

Ibuprofen /

néynpodbeH Acceptance value (AV) should be
not more than 15.0 /

Paracetamol / 1.2 MokazaTene npnemnemocTtu (AV)

napauetamon JoskeH obiTb He bonee 15,0.

10 |Assay/ 392.1 mg 360 to 440 mg of Cy3H10:
KonuuecteeHHoe (Ibuprofen) per tablet /
onpegenexHne Ot 360,0 mr go 440,0 mr Cq3H130;

(néynpodreH) B TabneTke

319.50 mg 292.5 to 357.50 mg of CgHyNO;
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO;
(napauetamon) B TabneTtke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykr cootercTByeT TpeGosanusim HJI | 3axmouenne: OTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarotorneHo: INposepeno:Naresh Kumar | Ono6peno: Menemxep /
Ankit 5 }\ @’/ PyxoBoautens :Manoj Kumar
/ NN
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Print Date: Print Date: Print Date:
Hara: 23.05.2022 Jara: 23.05.2022 Hara: 23.05.2022
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CERTIFICATE OF ANALYSIS

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

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

CEPTUOPUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykana®, TabaeTku, HOKPLIThIE IVIEHOYHO# 0001049K0ii, 400Mr + 325Mmr

Batch No / Cepusa Ne : V2200925

Batch Quantity / O6bem mapruu : 776.0 Kg

040001573108, 890001591393

Analytical Report No / AHasuTHYecKni oTaeT No :

Date of Analysis / JlaTta ananusa: 23.05.2022

Date of Manufacture / JJaTa npoussoacrTea : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Ananu3 npoBegen mo H/I: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ uzm. Ne 1 o1 06.09.2018, u3m. 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. / Mo 10 TaGnetok
a carton. /Mo 10 Tabnetok  |B MNBX/Al 6nucTep. Mo 1, 2 nnn 20
B MBX/Al 6nucTep. Mo 1 BMCTEPOB B NAYKy KAPTOHHYIO
BnvcTepy B navky BMECTe C UHCTPYKLUMER No
KapTOHHYIO BMECTE ¢ NMPUMEHEHMIO.

WHCTPYKUMEN No
NPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cooteetcTeumn ¢ H[
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu Temnepartype He Bhiwwe 25 °C.

14 | Shelf life / Cpok 5 years / 5 net

rogHoOCTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumevanne: [Ipoaykr coorBercTeyeT Tpebopanusm HJI | 3akiaodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroBnexo: IIpoBepeno:Naresh Kumar | Opno6peno: Menemxep /
Ankit _ PykoBoautens :Manoj Kumar
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Print Date: Print Date: Print Date:
Hara: 23.05.2022 Hara: 23.05.2022 Hata: 23.05.2022
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