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

CEPTUOHUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxnuH®, TabneTKH, NOKPLITHIE MJIeHOYHOH 000104KOI, 400Mr + 325Mr

Batch No / Cepus Nt : V2201009

Batch Quantity / O6bem naptuu : 712.5Kg

Analytical Report No / AHaauTH4eckuii oTueT Ne :
040001582723, 890001594738

Date of Analysis / llaTta anammsa: 07.06.2022

Date of Manufacture / lata npoussoacrsa : May-2022

Date of Expiry / Cpok rogaoctu :Apr-2027

Analysis performed according ND / Anasnuz nposegen mo H/: [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, uzm. 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 KancynosugHon
opMbil, NOKPbITbIE
M1eHOYHOMN obonoukon

OpaHXXeBOro LIBETa, C pUCKOW
Ha OOHOW CTOpOHe; Ha
rnonepeyHoM paspese — S4po
Oenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetku KancynoBUAOHON
hopmMbl,  MOKPbITHIE  MSIEHOYHOMN
obonouykol opaHxeBoro LuBeTa, C
pUckOlA Ha OOHOW CTOpPOHE; Ha
nonepeyHoMm paspese —  §4po
©enoro nnu nouTn 6enoro UBeTa

Remarks : The Product conforms to ND/
Ilpumeuyanue: IIponykr coorBercTBYET Tpeboanusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jara: 07.06.2022

Hata: 07.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarororneno: [Tposepeno:Om Prakash Onobpeno: Menemxep /
Pardeep Kumar p ¢ R A PykosoauTtens :Abhishek Chauhan
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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

CEPTHUOUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, TabeTKH, NOKPBITHIE MJIeHOYHO# 060/104K0i, 400mMr + 325Mr

Batch No / Cepusa Ne : V2201009

Batch Quantity / O6bem naptun : 712.5Kg

Analytical Report No / AHanuTH4yeckuii oTuer Ne :

040001582723, 890001594738

Date of Analysis / JlaTa ananusa: 07.06.2022

Date of Manufacture / /lata npouszBoacTea : May-2022

Date of Expiry / Cpok rognocTn :Apr-2027

Analysis performed according ND / Ananu3 npoBegen nmo HJI: TI NO11252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification /
[TognNnHHOCTL

a) Complies as prescribed/
B cooTBeTCTBUM C
onncaHuem

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
nukos Ha XpomaTtorpamme
UCNbITYEMOro  pacTBopa  AOJIXHbI
COOTBETCTBOBATH BpeMeHam
yAepXUBaHNS NUKOB Ha
Xpomarorpamme pacTsopa
CTaHAapTHBIX obpasuos
nbynpocbeHa v  napaudetamona
(pazgen «KonnyectBeHHoe
onpeaeneHmey)

3 |Average weight and
mass uniformity /
CpeaHas macca u
04HOPOAHOCTL MO
mMacce

968.1 mg

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

999,1 mg

9991 wr

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

Remarks : The Product conforms to ND/
ITpumeyanne: IIpoaykr coorBeTcTBYET TpeboBanusiM HT

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: ITpoBepeHo:Om Prakash Onobpeno: Menemxep /
Pardeep Kumar < ) _ PyxoBoantens :Abhishek Chauhan
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JHata: 07.06.2022

Hara: 07.06.2022

JHara: 07.06.2022
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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

CEPTUOHUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkana®, TabaeTKH, NOKPbITHIE IIEHOYHOi 000a04Koi, 400mr + 325Mr

Batch No / Cepusa Ne : V2201009

Batch Quantity / O6bem naptun : 712.5Kg

Analytical Report No / AHaJuTHYecKHH oTyeT Ne :

040001582723, 890001594738

Date of Analysis / laTta ananu3a: 07.06.2022

Date of Manufacture / lata npousBoacrsa : May-2022

Date of Expiry / Cpok rogaoctH :Apr-2027

Analysis performed according ND / Ananu3 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, uzm. Ne 2 ot 23.09.2019)

4 |Disintegration /
Pacnagaemoctb

09 minutes 23 seconds

Not more than 30 minutes /
He 6os5ee 30 MyH

S |Dissolution /
PacTtBopeHne

97% - 104%

98% - 102%

NLT 70% (Q) C13H1802 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H1s0:2
(nbynpodpeH) uepes 30 MuH

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

He wmerHee 70 % (Q) CsHoNO:
(napauetamon) yepes 30 MUH

6 |Related substances /
PoacTBeHHBIE NprMecH

0.04 %

0.0001 %

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

7 |Water/ Bopga

1.5 %

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [ponykr coorserctByeT TpeGosanusam HJJ | 3akmodenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarotoBneHo: [TpoBepeno:Om Prakash Onobpeno: Menemxep /
Pardeep Kumar - < ) N Pykosonutens : Abhishek Chauhan
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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 Tel : +91 98166 56001-02

CEPTHU®HUKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykauH®, TabeTKH, HOKPBIThIe IVIEHO4YHOIi 060104K0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2201009

Batch Quantity / O6bem maptuu : 712.5Kg

040001582723, 890001594738

Analytical Report No / AHannTU4YecKknil oTyeT No :

Date of Analysis / JaTa ananauza: 07.06.2022

Date of Manufacture / lata npousBoacTBa

: May-2022 |Date of Expiry / Cpok rogHocTH :Apr-2027

Analysis performed according ND / Ananu3 npoegen no H/{: T1 N011252/01-110717 (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)

9 | Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoaHOCTL 1.7 MokasaTtens npuemnemocTyn (AV)
[031MpoBaHUA LomkeH 6biTh He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.7 MokazaTtens npuemnemocTtu (AV)
napaueTtamon norxeH 6bITb He Bonee 15,0.
10 |Assay/ 392.9 mg 360 to 440 mg of Cy3H402
KonuuecteseHHoe (Ibuprofen) per tablet /
onpeaeneHne OT1 360,0 mr po 440,0 mr Cq3H1302
(nbynpodpeH) B TabrieTke
325.33 mg 2925 to 357.50 mg of CsHoNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHoNO2
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/

Ilpumeyanne: [Tpoaykr coorBercTByeT TpeboBanusam HJL

Opinion : APPROVED
3axmouenue: OJOBPEHO

Pardeep Kumar
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Prepared by / Checked by /
[loarorosneHo: IIpoBepeno:Om Prakash
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Approved by: Manager/Executive /
Onobpeno: Menemxep /
Pyrcoaom-rrct :Abhishek Chauhan

Print Date: Print Date:
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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

CEPTH®UKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykaun®, TabeTKH, NOKPBLITHIE IIEHOYHOH 060J104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2201009

Batch Quantity / O6vem maptum : 712.5Kg

040001582723, 890001594738

Analytical Report No / AHamuTHYecKH oTueT No :

Date of Analysis / laTa ananusa: 07.06.2022

Date of Manufacture / lata npouzBoacTBa : May-2022

Date of Expiry / Cpok rogaoctu :Apr-2027

Analysis performed according ND / Anasu3 nposegen mo H/I: I1N011252/01-110717 (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)

11 | Package / Ynakoska |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. / o 10 Tabnetok  |B MBX/Al 6niuctep. Mo 1, 2 unn 20
B MNBX/Al 6nuctep. Mo 1 OnncTepos B Nauky KApTOHHYIO
6nmcTepy B nadky BMECTE C UHCTPYKLIMEN Mo
KapTOHHYIO BMECTE C MPUMEHEHMIO.

WHCTPYKUMEnR rno
NPUMEHEHUIO.

12 | Labeling / Mapkuposka | According to ND / B cootBeTcteuy ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu Temnepatype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5 years / 5 net

rogHoCTU

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykr coorBercTByeT Tpeboanusam HJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarotroBneHo: [TpoBepeHo:Om Prakash Onobpeno: Menemxep /
Pardeep Kumar < ) e (W Pykosoautens :Abhishek Chauhan
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