Dr.Reddy’s ‘f‘:'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +81 98166 56001-02

CERTIFICATE OF ANALYSIS . drreddys.com
CEPTU®UKAT AHAJIV3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxknnu®, TabieTKH, NOKPbIThIE INIEHOYHOI 000J109K0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2200405

Batch Quantity / O6bem naptun : 776.00Kg

Analytical Report No / AvanuTudeckuii oTyer Ne ;
040001539646, 890001579372

Date of Analysis / JlaTa ananau3za: 17.03.2022

Date of Manufacture / JaTa npousBojcrsa : Mar-2022

Date of Expiry / Cpok roanoctu :Feb-2027

Analysis performed according ND / Ananan3 nposexen mo HJI: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucanune |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
TabneTku KancynoBuaHoON
cbopmel, MOKpbITbIE
NSeHoYHOM’ obonoykomn

OpaHXeBoro UBeTa, C PUCKON
Ha OOHOW CTOpPOHE, Ha
nonepeyvyHom paspese — sapo
Oenoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynoBugHoOM
opmMbl,  MOKPbITbIE  MNEHOYHOM
000noYKoON opaHxeBoro useTa, C
pUCKOW Ha OAHOW CTOPOHe; Ha
norepeyHom paspese —  a4po
Benoro unun no4tn 6enoro LBeTa

Remarks : The Product conforms to ND/
ITpumevanne: [IpoaykT cooTBeTcTBYET TpeGoBanusm HIJ

Opinion : APPROVED
3axawuyenue: OJJOBPEHO

Hara: 17.03.2022

Hata:17.03.2022

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

[ToarorosneHo: Ilpoeepeno:Naresh Kumar OnobpeHo: MeHnemxep A

Ankit PyxoBoutens .' {
é&» &/ Abhishek Chauhan .

Print Date: Print Date: Print Date:

Hata: 17.03.2022

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




‘.o Dr. Reddy's Laboratories Ltd.
9 @ i R
Formulation Unit-6
Dr‘ Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

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

CEPTUDOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuu®, Tab1eTKH, NOKPLITHIE IUIEHOYHOH 000/104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200405 Batch Quantity / O6bem naptuu : 776.00Kg

Analytical Report No / Ananutu4yeckuii oruer No ; Date of Analysis / IaTa ananu3a: 17.03.2022
040001539646, 890001579372

Date of Manufacture / lata npoussoacrpa : Mar-2022 |Date of Expiry / Cpok roguoctu :Feb-2027

Analysis performed according ND / Ananu3 nposeaen no H/I: [IN011252/01-110717 (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/ |The retention time of the main peaks
MognnHHOCTL B cooTtBeTCcTBUU C on the chromatogram of the test
onucaHuem solution should correspond to the

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

BpemeHa yaepKmBaHWA OCHOBHbLIX

NUKoB Ha XpomaTorpamme
UCMBITYEMOrO  pacTBopa  AOKHbI
COOTBETCTBOBATH BpemMeHam
yaepXKusaHus NUKOB Ha
XpomaTorpaMmme pacTteopa
CTaHOapTHbIX obpasuoBs
umbynpodpeHa 1  napaueTamona
(pasgen «KonuuyecteeHHoE
onpeaeneHne»)
3 |Average weight and 967.4 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0mg + 3,0 %) /
CpepHasa macca u Or 9409 wmr pgo 9991 wr
OAHOPOAHOCTL NO (970,0 mr £ 3,0 %)
macce
18/20 tablets — NMT + 5% /
18/20 Tabnetok — He Bonee £ 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Gonee £ 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanne: [Iponykr coorercTByet TpeGosanusam HJI | 3akmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneHo: Ilpoeepeno:Naresh Kumar Opnobpeno: Menepkgp /
Ankit _ PykoBoautens
(35 _ & Abhishek Chauhan I\,
e — o
Print Date: Print Date: Print Date:
JHara: 17.03.2022 Hata:17.03.2022 Jara: 17.03.2022

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

Tel : +91 98166 56001-02

CEPTUO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknuH®, TableTKH, MOKPLITHIE IVIEHOYHOI 060/104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2200405

Batch Quantity / O6rem napTuu : 776.00Kg

040001539646, 890001579372

Analytical Report No / AnannTudeckuii oruer No : Date of Analysis / JlaTa ananuza: 17.03.2022

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

Analysis performed according ND / Ananu3 nposegen mo HJI: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3zm. Ne 1 ot 06.09.2018, usmM. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

10 minutes 14 seconds Not more than 30 minutes /
He 6onee 30 mMuH

S |Dissolution /
PactBopeHue

99% - 102% NLT 70% (Q) CiaH1s02 (lbuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) Ci3H4s02
(nbynpodpeH) uepes 30 MUH

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

He meHee 70 % (Q) CsHoNO;
(napauetamon) Yepes 30 MUH

6 |Related substances /
PoacrteeHHble npumecu

0.03% Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpoceHa — He Gonee 1,0 %
0.0001% 4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodeHon (npumech
napaueTtamona) — He 6onee 0,005%

7 |Water/Bopa

1.5% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykr cootBerctyet Tpebopanuam HJI | 3axmodenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[HoarororneHo: IIpoBepeHo:Naresh Kumar Opnob6peHo: Menemxep /
Ankit Pykoroautens

é} . C/i Abhishek Chauhan 3 /
Print Date: Print Date: Print Date:
Hara: 17.03.2022 Hata:17.03.2022 Jara: 17.03.2022

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ‘,’-

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

CERTIFICATE OF ANALYSIS  www.drreddys.com

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxkanu®, TabieTKH, NOKPHITHIE ILIEHOYHOIH 0001049K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2200405

Batch Quantity / O6bem naptuu : 776.00Kg

Analytical Report No / AHanuTnyeckuii oruet Ne :
040001539646, 890001579372

Date of Analysis / laTa ananusa: 17.03.2022

Date of Manufacture / JlaTa npoussoacrsa : Mar-2022

Date of Expiry / Cpok rognocru :Feb-2027

Analysis performed according ND / Ananun3s nposeaen mo H/I: T1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 o1 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 [Microbial fimits /
Mwukpobuonornyeckas
yncToTa

a) Total aerobic
microbial count /
Ob6uwee vncno
a3pobHbIX

MWUKPOOpPraHnamoB

b) Total combined
yeasts and mould
count / O6wee uucno
OPOMNCKEBBIX U
nrecHesbIX rpuboB

c) E. coli

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

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

Absent / OtcyTcTBYeT

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 / OTcyTcTBNE B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanne: [Tpoaykr cooreercTByeT Tpeboanusam HI| | 3akmodenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loarotosneHo: [Iposepeno:Naresh Kumar Onobpeno: Menemxep /
Ankit R Pykosoautens /|

- @ Abhishek Chauha L

- (

Print Date: Print Date: Print Date:
Hara: 17.03.2022 Hata:17.03.2022 JHara: 17.03.2022

Registered Office: 8-2-337, Road No. 3, danjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 46 4900 2599, Email: mail@drreddys com

CIN: LR5195AP1984FLCC0OA507
wwy drreddys.com




Dr.Reddy’s ":

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

CEPTH®UKAT AHAJIU3A

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

Noykane®, TabiieTKH, NOKPBITHIE MIeHOYHOIT 06004K0l, 400Mr + 325Mmr

Batch No / Cepus Ne : V2200405 Batch Quantity / O6bem naptun : 776.00Kg

040001539646, 890001579372

Analytical Report No / AnaauTuuyeckuii oryet No : Date of Analysis / Jlata ananu3a: 17.03.2022

Date of Manufacture / Jlata npousBoacrsa : Mar-2022 |Date of Expiry / Cpok roguoctu :Feb-2027

Analysis performed according ND / Apanu3 nposeaen mo HJI: [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, uzm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHopoaHOCTb 0.7 MokazaTenb npuemnemoctu (AV)
003upoBaHUs homnxeH ObiTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.6 Mokasatenb npuemnemMocTtu (AV)
napaveTtamon pormkeH ObITb He Bonee 15,0.
10 |Assay/ 396.3 mg 360 to 440 mg of CiHis02
KonuuectseHHoe (Ibuprofen) per tablet /
ornpegerneHne OT1 360,0 mr po 440,0 mr Ci3H150-
(nbynpodheH) B TabrnieTtke
322.40 mg 2925 to 35750 mg of CgHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO:
(napauetamon) B TabrieTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumevanue: [Iponykr coorserctByer TpeGosanusm H][ | 3axmouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroeneno: [Iposepeno:Naresh Kumar Onobpeno: Menemxep /
Ankit : Pykoroautenn /

(;‘3_ . &/ Abhishek Chauhan | (-
Print Date: Print Date: Print Date:
Hara: 17.03.2022 Hara:17.03.2022 Hara: 17.03.2022

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: L85195AP19384PLCO04507
www.drreddys.com




Dr.Reddy’s ‘f‘:‘.

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

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxk1uH®, Tab1eTKH, NOKPLITHIE MUIEHOYHOH 0601049K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200405

Batch Quantity / O6sem maprtuu : 776.00Kg

Analytical Report No / Ananurnueckuii oruer Ne :
040001539646, 890001579372

Date of Analysis / laTta ananusa: 17.03.2022

Date of Manufacture / Jlata npousBoacrsa : Mar-2022

Date of Expiry / Cpok rognoctu :Feb-2027

Analysis performed according ND / Ananu3 npoeeaen mo HJI: ITN011252/01-110717 (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
blister. 1 blister and a
patient information leaflet in
a carton. / Mo 10 TabneTtok
B MNBX/Al 6nucTep. Mo 1
GnucTepy B nayvky
KapTOHHYI0 BMECTe C
WHCTpyKUKMEn no

10 tablets in PVC/Al blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MNBX/Al 6nunctep. Mo 1, 2 unn 20
B6nnMcTepoB B Nayky KapTOHHYIO
BMeCTe C UHCTPYKUMEN MO
NPUMEHEHMUIO.

NPUMEHEHMIO.
12 | Labeling / Mapknposka | According to ND / B cootseTcTaum ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [Mpu TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5years /5 net
rogHocT

Remarks : The Product conforms to ND/
ITpumevanue: [poaykr coorBercTBYeT TpeGoBanuam HJI

Opinion : APPROVED
3aknwuenune: OJJOBPEHO

Hara: 17.03.2022

Hara:17.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: [IpoBepeHo:Naresh Kumar Onobpeno: Menemxep /
Ankit : PykoBoauTeNs
C,Ja @ Abhishek Chauhan /
Print Date: Print Date: Print Date:

Hara: 17.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangang, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0C0O4507
www.drreddys.com




