Dr. Reddy’s“;

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTHOHUKAT AHAJIM3A

[Product : Ibuclin, fil

m-coated tablets 400 mg + 325 mg )

N6ykauu®, TabaeTKH, MOKPHITHIE IJIeHOYHOil 000a0uKoit, 400mr + 325mr

Batch No / Cepusi No

12202243

‘Batch Quantity / O6bem naptun : 776.0Kg

Analytical Report No
040001667029,890001

/ AHa;mnTudecknii oruet No @
623527

Date of Analysis / /lata ananusa: 30.10.2022

Date of Manufacture

/ JaTa npoussoacTea : OCT-2022

Date of Expiry / Cpok rogaoctu :SEP-2027

Analysis performed according ND / Anann3 nposexed mo HJI: T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend No 2 from 23.09.2019/ u3m. Ne 1 or 06.09.2018, n3m. Ne 2 ot 23.09.2019)

film-coated one-side scored

tablets;

on cross section- white core /
TabneTtku KarncynoBuUaHoOM
dopmbl, NoKpbITblE
NSIEHOYHON obonoyKon
OPaHXeBOro LBeTa, C PUCKON
Ha OOHOM CcTOpOHE; Ha

nonepe4YyHom paspese — 94p0
Genoro useta

S. Test Result Specification
No
1 |Description / Onucaxune |Capsule-like orange-coloured|Capsule-like orange-coloured film-

coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkun KancyrnoBUAHON
hopMbl,  MOKPbITbIE  NIIEHOYHON
000no4YKoN opaHXeBOFo LBEeTa, C
pUCKOW Ha OAHOW CTOpOHEe; Ha
norepeyHomM  paspese S4p0
Benoro vnwv no4Tu 6enoro LBeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [1poaykT cooreTcTByeT TpeboBanuam HJ[ | 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[NoaroroBneHo: [Iposepeno: Naresh Kumar | Onobpeno: Menemkep /
Kushal Kumar PykoBoautens :Amit Kumar
oy ( PN
Con 3 et
Print Date: Print Date: Print Date:
Hara: 30.10.2022 Hara: 30.10.2022 Hara. 30.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydcrabad - 5000234, TelanTan

, Indin

Tel: +91 40 4900 2900, Fax: +91 40 4500 2995, Email: maildrraddys com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUOUKAT AHAJIN3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykanu®, TabaeTku, HOKPbIThIE IEHOYHOI 060104K0i, 400mr + 325mr

Batch No / Cepus Ne : V2202243

Batch Quantity / O6bem maptuu : 776.0Kg

Analytical Report No / AnanuTnyecknii otyer Ne :
040001667029,890001623527

Date of Analysis / lata ananu3sa: 30.10.2022

Date of Manufacture / Jlata npoussoacrsa : OCT-2022

Date of Expiry / Cpok rogaoctH :SEP-2027

Analysis performed according ND / Ananu3s npoeened 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, uzm. Ne 2 ot 23.09.2019)

2 Identification /
MoannHHOCTL

a) Complies as prescribed/
B cooTtBeTCcTBUU C

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

mass uniformity /
CpeaHsasa macca n
O0[HOPOAHOCTb NO
macce

Complies /cooTBeTCTBMM C

OMUCaHUEM solution should correspond to the
retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa ypepxvBaHMsi OCHOBHbIX
NUKoB Ha XpomaTorpamme
NUCNbITYyeEMOro  pacTeopa  LOJTKHbI
COOTBETCTBOBATL BpeMeHaM
yAepXNBaHNS NUKoOB Ha
XpomaTtorpamme pacTBopa
CTaHZapTHbIX obpasuos
(nbynpocheHa u  napauetamona
(pasgen «KonnyectBeHHoe
onpefeneHuey)

3 |Average weight and 972.2 mg 940,9 mg to 999,1 mg

(970,0 mg £ 3,0 %) /
Or 9409 wmr go 999,11 wr
(970,0 mr + 3,0 %)

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

Remarks : The Product conforms to ND/
IIpumeyanue: [IpoaykT cooTBeTcTByeT TpeboBanusm HJI

Opinion : APPROVED
3axmwouyenue: OJOBPEHO

Harta: 30.10.2022

Hata: 30.10.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBneHo: [Iposepeno: Naresh Kumar | Ono6peHo: Menemxkep /
Kushal Kumar PykoBoautens :Amit Kumar
-,
w @/ S
Print Date: Print Date: Print Date:

Jara. 30.10.2022

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2929, Email: mail@drreddys.com

CIN: L85195AF1984FPLCO0507

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

CEPTUDUKAT AHAJIMU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykann®, TabneTku, NOKpbITHIE MIeHOUHOM 060a09K0i1, 400Mr + 325mr

Batch No / Cepust Ne : V2202243

Batch Quantity / O6bem naprun : 776_.0Kg

040001667029,890001623527

Analytical Report No / Ananmurndecknii oTuer Ne :

Date of Analysis / lata ananu3za: 30.10.2022

Date of Manufacture / JaTa npousBoacrea : OCT-2022

Date of Expiry / Cpok rogsoctn :SEP-2027

Analysis performed according ND / Ananu3s nposegen mo 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, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapgaemocTb

09 minutes 38 seconds

Not more than 30 minutes /
He 6onee 30 MuH

S |Dissolution /
PactBopeHrue

97% - 100%

97% - 102%

NLT 70% (Q) C13H1sO2 (Ibuprofen)
dissolved in 30 minutes /
He wmeHee 70 % (Q)
(nBynpocheH) yepes 30 MuH
NLT 70% (Q)
(Paracetamol) dissolved in
minutes /

He menee 70 % (Q) CsHoNO,
(napauetamon) yepes 30 MyH

C13H150:

CsHgNO;
30

6 |Related substances /
PoacTteeHHbIe npumech

0.06%

0.0001%

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

7 |Water/Bopga

1.4%

Not more than 5.0% /
He Gonee 5,0 %

Remarks : The Product conforms to ND/
IIpumeyanne: [Tpoaykrt cootBercTByeT TpeboBaHusm HJI

Opinion : APPROVED
3axkmouenue: OJOBPEHO

Prepared by /
IlonrorosneHo:
Kushal ISEmar

Checked by /
[Ipoeepeno: Naresh Kumar

(.

Approved by: Manager/Executive /
Opnobpeno: Menemxep /
PykoBoautens :Amit Kumar

/lv»;\,.\::f

Print Date:
Hara: 30.10.2022

Print Date:
Hara: 30.10.2022

Print Date:
Hata. 30.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLC001507

www.drreddys.com




Dr. Reddy’s,‘_":’.

CERTIFICATE OF ANALYSIS

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

Vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyknuu®, TabaeTki, NOKPbIThIE IJIEHOYHOIT 000a04K0il, 400Mr + 325mr

Batch No / Cepus Ne : V2202243

Batch Quantity / O6bem maptuu : 776.0Kg

Analytical Report No / Ananutnyeckuii oryert Ne :
040001667029,890001623527

Date of Analysis / lata anannsa: 30.10.2022

Date of Manufacture / Jlata npoussoacrsa : OCT-2022

Date of Expiry / Cpok rognocth :SEP-2027 |

Analysis performed according ND / Ananu3 nposegen mo HJ: IT NO11252/01-110717 (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 /

yncToTa
a) Total aerobic
microbial count /
O0bulee vucno
a3poBHbIX

ApoHOKEBbIX U

c) E. coli

Mwkpobrnonornyeckas

MUKPOOPraHn3mMoB
b) Total combined
yeasts and mould
count / Obwee 4ncno

nnecHesbIX FpVI6OB

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

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

Absent / OTtcyTcTBYyeT

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 / OTcyTcTBUE B
ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [TpoaykT cooteTcTBYeT TpeGosanusm HJ[ | 3axmouenune: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
INoaroroBJicHO: Ilposepero: Naresh Kumar | Ompo6peno: Menemxep /

Kushal Kumar PykoBonuTens : Amit Kumar

Print Date: Print Date: Print Date:

Hata: 30.10.2022 JHara: 30.10.2022 Jara. 30.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telanganz, india
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLCO04507
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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
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknun®, TabaeTkn, NOKPHIThIE IIIEHOYHOI 060.104K0H, 400mr + 325mr

'Batch No / Cepust Ne : V2202243

Batch Quantity / O6bem naptun : 776.0Kg

040001667029,890001623527

Analytical Report No / AHanuTH4ecKuii oTdyer N :

Date of Analysis / [lara anaau3za: 30.10.2022

Date of Manufacture / JIata npoussogcrsa : OCT-2022

Date of Expiry / Cpok rogaoctn :SEP-2027

Analysis performed according ND / Anann3 nposeges mo HJ: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. 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 /
[ OpHopogHOCTL 1.3 MokasaTtens npuemnemocTn (AV)
fo3npoBaHus LOIMmKeH ObITb He 6onee 15,0.
Ibuprofen /
néynpocpeH Acceptance value (AV) should be
1.2 not more than 15.0 /
Paracetamol / MokasaTens npuemnemoctn (AV)
napaveTtamon JorkeH BbITk He Gonee 15,0.
10 |Assay/ 395.1 mg 360 to 440 mg of CiHig02
KonuyectseHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr CisH1s0:
(nbynpodhbeH) B TabneTke
326.18 mg
2925 to 357.50 mg of CgHoNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO:
(napaueTamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [Tpoaykr coorserctByet TpeGopauusm HJ[ | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo:; I[Tposepeno: Naresh Kumar | Ono6peno: MeHekep /

Kushal Kumar Pykosoautens :Amit Kumar

Print Date: Print Date: Print Date:

Jata: 30.10.2022 Jara: 30.10.2022 Jara. 30.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507

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 98166 56001-02

www.drreddys.com

CEPTU®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauH®, TabsieTKH, HOKPbIThIE NJIeHOYHO 060J104K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2202243

Batch Quantity / O6bem napTus : 776. OKg

040001667029,890001623527

Analytical Report No / AHaanTH4eckHii oruet Ne :

Date of Analysis / laTa anaau3sa: 30.10.2022

Date of Manufacture / JaTa npouzsoacrsa : OCT-2022

Date of Expiry / Cpok roanoctn :SEP-2027

Analysis performed according ND / Ananu3 nposegen no 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, u3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTtok
B [BX/Al Grincrep. Mo 1
6GrnvcTepy B nadky
KapTOHHYO BMECTE C
WHCTpyKUKEN No
NPUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MBX/Al nuctep. Mo 1, 2 unn 20
OnncTepoB B MaYKy KAPTOHHYIO
BMeECTe C UHCTPYKUMEn no
NPUMEHEHNIO.

12 | Labeling / Mapkuposka | According to ND / B cooteeTtcTaun ¢ H,
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHune MNpu TemnepaTtype He Bbiwe 25 °C.

Shelf life / Cpok
rogHoCcTh

14

5years/5net

Remarks : The Product conforms to ND/
Ilpumeuyanne: [poayxr coorBeTcTByeT TpeboBaHusam HJI

Opinion : APPROVED
3axouenne: OJJOBPEHO

Prepared by /
IToaroroBneHo:
Kushal Kumar

v

=

Checked by /
[Iposepeno: Naresh Kumar

(e

Approved by: Manager/Executive /
OnobpeHo: Menenxep /
PykoBoautens :Amit Kumar

J RNl

Print Date:
Jara: 30.10.2022

Print Date:
Hata: 30.10.2022

Print Date:
Jarta. 30.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2300, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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