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

CEPTUDUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykann®, TabaeTKH, NOKPbITHIE INIEHOYHOI 0060/104K0i, 400Mr + 325mr

Batch No / Cepust Ne : V2201083

Batch Quantity / O6bem napruu : 776.0Kg

040001585502, 890001595775

Analytical Report No / Anasurudeckuii oTyer Ne :

Date of Analysis / /IaTa ananmu3za: 13.06.2022

Date of Manufacture / laTta nponssojacrsa : May-2022

Date of Expiry / Cpok roguoctu :Apr-2027

Analysis performed according ND / Ananu3 nposegen mo HJI: II 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)

S.
No

Test

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
TabneTkn KancynosngHowm
cbopmbl, NoOKpbIThIE
NnneHo4YHown obonoukon
OpaHXeBoro LeeTa, ¢ pUCKoi
Ha O0AgHOM CTOPOHe; Ha

rnonepeyHoM paspese — A4po
Oenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancyrnoBUAHOW
dopmbl,  NOKPbITHIE  MIEHOYHON
000MnoYKoN OpaHXeBoro LBeTa, ¢
pUCKOA Ha OfHOA CTOpoOHe; Ha
nonepeyHom paspese aapo
Benoro unv noyty 6enoro UeeTa

Remarks : The Product conforms to ND/
ITpumeuanmne: [Iponykt coorBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Harta: 13.06.2022

Jata: 13.06.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: [Tpoepeno: Ramakant Onobpeno: Menemxep /

Ankit ) PyxoBoautens :Kusum Lata

Print Date: Print Date: Print Date:

Hata: 13.06.2022

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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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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

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

N6ykaun®, TabeTKH, NOKPLIThIE MIEHOYHO} 060104K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2201083 Batch Quantity / O6bem naptuun : 776.0Kg

040001585502, 890001595775

Analytical Report No / AHaauTH4YeckHii oTdeT Nt : Date of Analysis / JlaTta ananu3a: 13.06.2022

Date of Manufacture / Jlata npou3eoactsa : May-2022 [Date of Expiry / Cpok rognocrtu :Apr-2027

Analysis performed according ND / Auanu3s nposegen no HJ[: TIN011252/01-110717 (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 Identification / a) Complies as prescribed/
MNoanuHHOCTL B cooTBeTCcTBMU C
onucaHnem

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 ygepXuBaHUS OCHOBHbIX
NVKOB Ha XpomaTorpamme
UCMbITYEMOro  pacTeopa  [OSKHbI
COOTBETCTBOBATH BpemMeHam
yaepXuBaHna nukos Ha
Xpomarorpamme pacTBopa
CTaHAapTHLIX obpasuos
mbynpocbeHa u  napauetramona
(pasaen «KonuyectseHHoe
onpeaeneHne»)

3 |Average weight and 972.9 mg
mass uniformity /
CpeaHsas macca n
04HOPOAHOCTL NO
macce

940,9 mg to 9991 mg
(970,0 mg = 3,0 %) /

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

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

Remarks : The Product conforms to ND/
IIpumeuanne: [Iponykt coorBeTcTBYET Tpeboanusam HJI

Opinion : APPROVED
3axutouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBiieHo: [Tporepeno: Ramakant Onobpeno: Menemxep /
Ankit , Pykosoaurens :Kusum Lata
_ e N\
- o
Print Date: Print Date: Print Date:
Jata: 13.06.2022 JHara: 13.06.2022 Jara: 13.06.2022

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
www.drreddys.com
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanu®, TabneTKH, IOKPLIThIE MJIeHOYHOI 060104K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2201083 Batch Quantity / O6bem maptuu : 776.0Kg

Analytical Report No / AnanuTH4Yecknii oTyer Ne : Date of Analysis / JIara anaausa: 13.06.2022
040001585502, 890001595775

Date of Manufacture / Jlata npoussoacrea : May-2022 | Date of Expiry / Cpok roanocry :Apr-2027

Analysis performed according ND / Anasns npoeegen mo HJI: TIN011252/01-110717 (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)

4 |Disintegration / 12 minutes 44 seconds Not more than 30 minutes /
PacnapaemocTtb He 6onee 30 MuH

5 |Dissolution / 95% - 100% NLT 70% (Q) C1sH1sO2 (Ibuprofen)
PacTBopeHue dissolved in 30 minutes /

He wmeHee 70 % (Q) CizH40:2
(nbynpodceH) yepes 30 MUH

NLT 70% Q) CsHgNO:
99% - 101% (Paracetamol) dissolved in 30
minutes /

He wmenee 70 % (Q) CsHoNO-
(napaueTtamon) yepes 30 MUH

6 |Related substances / 0.04 % Total impurities of Ibuprofen NMT
PopcteeHHbIe npumecu 1.0% / Cymma npumecei
noynpodgeHa — He 6onee 1,0 %
0.0003 % 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHocpeHon (npumecs
napaueTtamona) — He 6onee 0,005%

7 |Water/ Boga 1.3% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [IpoaykT cooTeTcTByeT Tpebosannsam HJI | 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBNEHO: [TpoeepeHo: Ramakant OpnobpeHo: Menemxep /

Ankit ' PykoBoaurens :Kusum Lata

Print Date: Print Date: Print Date:

Jata: 13.06.2022 Jara: 13.06.2022 Hara: 13.06.2022

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
www.drreddys.com
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CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIU3A
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaua®, TabeTKH, IOKPLIThIE NIEHOYHOI 060104K0#, 400mr + 325Mr
Batch No / Cepust Ne : V2201083 Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No / AvaanTu4eckHii oraer Ne : Date of Analysis / laTa ananu3za: 13.06.2022
040001585502, 890001595775

Date of Manufacture / Jlata npousBoacTsa : May-2022 |Date of Expiry / Cpok rogHoctu :Apr-2027

Analysis performed according ND / Anaaus npoeenen mo HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2013, 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
yucToTa Less than 10 CFU/g /
a) Total aerobic Menee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O6uwee uncno
a3pobHbIX
MMWKPOOpPraHu3moB
Less than 5 CFU/g /
b) Total combined Menee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
|count / Obwee vncno
LAPONOKEBLIX U

nnecHesbIX rpubos Absent / OTtcyTcTBYET
c) E. coli Shall be absent in 1g / OTcyTcTBUE B
ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: ITpoxykT cootBeTcTByeT Tpebosanusm HJI | 3axmoyenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBiyeHo: [posepeHo: Ramakant Onobpeno: Menemxep /
Ankit ) q PykoBoaurens :Kusum Lata
0 fulp>- g

Print Date: Print Date: Print Date:
Hata: 13.06.2022 Jara: 13.06.2022 Hata: 13.06.2022

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

CEPTUDPUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyka1uH®, Ta6aeTKH, OKPLITHIE IIeHO4Ho# 0001049K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2201083

Batch Quantity / O6bem nmaptuu : 776.0Kg

040001585502, 890001595775

Analytical Report No / AnanmuTn4yeckuii order Ne :

Date of Analysis / [lata anaau3a: 13.06.2022

Date of Manufacture / lata npo

H3BoAcTBA : May-2022

Date of Expiry / Cpok rogaoern :Apr-2027

Analysis performed according ND / Auanus nposenen mo HJI: T1N011252/01-110717 (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)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /

{ OaHopogHoCTb 1.2 MokasaTtenb npuemnemocT (AV)

0031poBaHUA JomkeH bbITs He Bonee 15,0.

Ibuprofen /

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

Paracetamol / 1.2 MokasaTtenb npuemnemocTtu (AV)

napaseTtamon J[lorokeH 6bITb He Bonee 15,0.

10 |Assay/ 396.6 mg 360 to 440 mg of Ci3HieO2
KonvdecTteeHHoe (Ibuprofen) per tablet /
|onpep,eneHV|e Ot 360,0 mr go 440,0 mr Ci3H1502
' (n6ynpodeH) B TabneTke

325.46 mg 2925 to 357.50 mg of CgHsNO:2

(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO»
(napaueTtamon) B TabneTtke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Npumeuanne: [TpoaykT cooTetcTByeT TpeGosanusM HJI | 3akmouenne: O/IOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotosneno: [TpoepeHo: Ramakant OnobpeHo: Menemxep /
Ankit — PyxoBonutens :Kusum Lata
(& ol N\
|| '}:—i,:.---‘:'
Print Date: Print Date: Print Date:
Hara: 13.06.2022 Jara: 13.06.2022 Hata: 13.06.2022

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
www.drreddys.com




@
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 88166 56001-02

CEPTUOHUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HO6yxkanu®, TabaeTKH, MOKPHIThIE IIIEHOYHOH 0605104K0ii, 400Mr + 325Mr

Batch No / Cepusi No : V2201083

Batch Quantity / O6bem naptnu : 776.0Kg

040001585502, 890001595775

Analytical Report No / Ananutu4yeckuit orger Ne :

Date of Analysis / laTa ananau3a: 13.06.2022

Date of Manufacture / lara npoussoacrsa : May-2022

Date of Expiry / Cpok roagnocts :Apr-2027

Analysis performed according ND / Anaun3 nposener no HJI: IT1 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 / Ynakoeka |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 TabneTtok
a carton. / Mo 10 Tabnetok  |B MBX/Al 6nuctep. Mo 1, 2 unn 20
B NBX/Al 6rnctep. Mo 1 OnnUcTEepoB B MAYKy KAPTOHHYIO
GnucTepy B navky BMECTE C UHCTPYKLMEN no
KapTOHHYIO BMecTe ¢ NPUMEHEHUIO.

MHCTPYKUMERN MO
NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTcTBuy ¢ HJ,
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Mpu TemnepaType He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years /5 net

rogHoCTH

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cooTBeTcTByeT TpeboBanusm HJI | 3axmoyenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarotoBiyieHo: [TpoBepeHo: Ramakant Ono6peno: Menemxep /
Ankit = Pyxoeoaurens :Kusum Lata

S
Print Date: Print Date: Print Date:
Jara: 13.06.2022 Hara: 13.06.2022 Jara: 13.06.2022

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