Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTHA3A

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

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxauu®, Ta61eTKH, IOKPHITHIE MJIEHOYHOI 06004K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2200404

Batch Quantity / O6nem napTuu : 776.00Kg

Analytical Report No / AnanuThueckuii oTyeT Ne :
040001541174, 890001579794

Date of Analysis / llaTa ananu3a: 21.03.2022

Date of Manufacture / lata mpon3gojcrsa : Feb-2022

Date of Expiry / Cpok rognoctu :Jan-2027

Analysis performed according ND / Ananu3s nposeaes mo HJI: [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)

S. Test
No

Result

Specification

1 |Description / Onucaxue

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

tablets;

on cross section- white core /
TabneTkn  KancynoBUAHOI
hopmsl, MOKpbITbIE
MIEHOYHOM oBornoukoi
opaHXXeBoro LiBeTa, C PUCKoii
Ha ofHOW CTOpOHe; Ha

ronepe4yHoM paspese — s4po
6enoro useta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancynoBUAOHOWA
opMbl,  MOKPbITEIE  MIIEHOYHOM
0BOfMoYKO OpaHXeBoro LpBeTa, C
puckoii Ha OOHO CTOpOHE; Ha
norepeyHom paspese — S4pO
6eroro uni no4Tty Gernoro ueeTa

Hara: 17.03.2022

Hara:17.03.2022

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [Tpoaykt cooreercryet TpeGopanuam HJ | 3axmouenne: OJJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MToarorosnexo: INposepeHo:Ashish kumar Ono6peno: Menemxep /
Ramakant %ﬂ Wl o PykoBoauTesb 3

_ y/ / Kusum Lata @%ﬁ/
Print Date: Print Date: Print Date:

JHata: 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




Dr.Reddy’s Qf:‘

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

CEPTH®HKAT AHAJIU3A ARSI

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

HMGyxauH®, TaGIeTKH, HOKPbIThIe IUIEHOYHOIH o6os0uKoii, 400mr + 325mr

Batch No / Cepus Ne : V2200404 Batch Quantity / O6bem nmaptuu : 776.00Kg
Analytical Report No / AnanuTuueckuii oryer Ne : Date of Analysis / [laTa ananu3za: 21.03.2022
040001541174, 890001579794

Date of Manufacture / JlaTa mpon3poacTsa : Feb-2022 | Date of Expiry / Cpox rogsocris :Jan-2027

Analysis performed according ND / Ananns nposeaen no HJI: [I NO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
[MoanuHHOCTL B cooTtBeTcTBUM C
onvcaHuem

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 yAepXuBAHUA OCHOBHbIX
NMUKoB Ha XpomarorpaMmme
MCNBLITYEMOro pacteopa  [OIDKHbI
COOTBETCTBOBaTb BpemMeHam
yAepX1MBaHus nnKoB Ha
XpomaTtorpamme pactBopa
CTaHAapTHbIX obpasuos
umbynpodeHa u  napauetamona
(pasgen «KonunyecrseHHoe
onpegenexHmen)

3 |Average weight and 970.0 mg

mass uniformity /

CpeaHsasa macca u

0OHOPOAHOCTL MO
macce

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

Or 9409 wmr go 9991 wr
(970,0 mr £ 3,0 %)

18/20 tablets = NMT +5% /
18/20 TabrieTok — He Bbonee £ 5 %
2/20 tablets — NMT + 10% /

2/20 Tabnetok — He 6ornee + 10 %

I

Remarks : The Product conforms to ND/
IIpumeuanmne: [Ipoaykr cooreTcTBYeT TpeboBanuam HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno; ‘} IMposepeno:Ashish kumar Ono6peno: Menemxep /
Ramakant [} W) j‘l £ PyKoBOAMTEB
Oé\L ' V Kusum Lata %ﬁ/
Print Date: Print Date: Print Date:
Hara: 17.03.2022 Jata: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: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A

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

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

H6yxauH®, TabreTKH, NOKPHIThIE MIeHOYHOH 060/104KOH, 400mr + 325mr

Batch No / Cepus Ne : V2200404 Batch Quantity / O6bem maptuu : 776.00Kg

040001541174, 890001579794

Analytical Report No / AnanuTnyeckuii oT4eTr No Date of Analysis / [laTa ananau3a: 21.03.2022

Date of Manufacture / Jlata npon3ssoctsa : Feb-2022  |Date of Expiry / Cpok roanocts :Jan-2027

Analysis performed according ND / Ananu3 nposenen no HJI: 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)

96% - 103%

4 |Disintegration / 09 minutes 44 seconds Not more than 30 minutes /
PacnagaemocTb He Gonee 30 MUH

5 |Dissolution / 94% - 100% NLT 70% (Q) C1sH1sO2 (Ibuprofen)
PacteopeHune dissolved in 30 minutes /

He meHee 70 % (Q) Ci3H102
(nbynpodbeH) yepes 30 MmuH

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

He wmenee 70 % (Q) CgHgNO:2
(napauetamon) yepes 30 MUH

6 |Related substances / 0.03%
PogcTteeHHbIe npumecn

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumMeceii
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHocbeHon (Npumech
napaueTtamora) — He 6onee 0,005%

7 |Water/Bopa 1.4 %

Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [poaykr coorsercTByeT Tpedosanism HII | 3akmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: [MposepeHo: Ashish kumar Ono6peHo: Menemxep /
Ramakant [J() M/ /l, . PykoBoautens

{g& ! ,W Kusum Lata W/
Print Date: Print Date: Print Date:
Jara: 17.03.2022 Hata:17.03.2022 Jara: 17.03.2022
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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

CEPTH®HKAT AHAJM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yxkauu®, TabieTkH, NOKPHIThIE IIEHOYHOI 000./104K0i, 400mr + 325mr

Batch No / Cepus Ne : V2200404

Batch Quantity / O6bem naptuu : 776.00Kg

040001541174, 890001579794

Analytical Report No / Ananuruyeckuii orger Ne :

Date of Analysis / [lata ananansa: 21.03.2022

Date of Manufacture / Jlata nponsBoactsa : Feb-2022

Date of Expiry / Cpok roanoctu :Jan-2027

Analysis performed according ND / Anams3 nposenes o HJI[: ITTN011252/01-110717 (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)

*8 |Microbial limits /
MukpoGuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
OG6uee yucno
aspobHbIX
MMWKPOOPraHM3MOoB

b) Total combined
yeasts and mould
count / Obwee 4ncno
OpPOMOKEBbIX U
rrnecHeBbIx rpubos

c) E. coli

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

Less than 5 CFU/g /
Menee 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 / OTcyTCTBUE B
1ir

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: IIponykT cooTBeTcTByeT Tpebosanuam H]I | 3axmouenue: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotoBneHo: [Tpoeepeno: Ashish kumar Ono6peno: Menemxkep /
Ramakant ) W) ~ y]H PyxoBonutens

‘ &’ ) Kusum Lata w/
Print Date: Print Date: Print Date:
Jata: 17.03.2022 Hata:17.03.2022 Hata: 17.03.2022
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Q... Dr. Reddy's Laboratories Ltd.

/ . Formulation Unit-6

Dr. Reddy S Ne Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS
T e AT LT A www.drreddys.com

CEPTHOHUKAT AHAJTIT3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
M6yxauu®, TabaeTKH, NOKPLITHIE NJIeHOYHOi 000J104K0ii, 400mr + 325mr

Batch No / Cepust Ne : V2200404 Batch Quantity / O6bem maptuu : 776.00Kg

Analytical Report No / AHanuTHYecKknii oTyeT Ne : Date of Analysis / llaTa ananm3za: 21.03.2022
040001541174, 890001579794

Date of Manufacture / JlaTa nponzsoacrsa : Feb-2022  |Date of Expiry / Cpok rogHoctu Jan-2027

Analysis performed according ND / Anaau3 nposeaen no HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OgHopoAHOCTb 11 MokasaTenb npuemnemocTtu (AV)
no3npoBaHuA JorkeH 6bITb He bonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.1 Mokasartenb npuemnemoctu (AV)
napaueramorn [orKeH BbITb He Bbonee 15,0.
10 |Assay / 397.2 mg 360 to 440 mg of CizHi02
i ' |KonuuecteeHHoe ; (Ibuprofen) per tablet /
| |/ |onpepeneHve Ot 360,0 mr po 440,0 mr C43H402
i (M6yrpodieH) B TabrieTke
| 321.26 mg 2925 to 357.50 mg of CgHgNO;
| (Paracetamol) per tablet /
I OT 292,5 mr po 357,5 wr CsHaNO;2
| (napaueramorn) B Tabnetke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ilpumeuanue: [TponykT cootseTcTByeT TpeGosarusam HJI | 3akmouenue: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneHo: Iposepeno: Ashish kumar Opo6peno: Menemxep /
Ramakant %p 5)‘ PykoBoauTens

; %/ ’V Kusum Lata @%ﬁ/
Print Date: Print Date: Print Date:
Hata: 17.03.2022 Hara:17.03.2022 Harta: 17.03.2022
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Dr.Reddy’s Q':

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

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

CERTIFICATE OF ANALYSIs  Tel - +91 98166 56001-02

CEPTH®HKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
M6yxaun®, TaGIeTKH, MOKPHIThIE MJIeHO4HOMH o6osouKoii, 400mr + 325mMr

Batch No / Cepus Ne : V2200404

Batch Quantity / O6bem naptuu : 776.00Kg

040001541174, 890001579794

Analytical Report No / AnannTuyeckuii oTyer Ne : Date of Analysis / [laTa ananu3a: 21.03.2022

Date of Manufacture / Jlata npon3zpoactsa : Feb-2022 |Date of Expiry / Cpok rogsocri :Jan-2027

Analysis performed according ND / Anasm3 nposeaen no HJI: [T NO1 1252/01-110717 (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)

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 leafletin |leaflet in a carton. /1o 10 TabneTok
a carton. / Mo 10 Tabnetok |8 MNBX/Al 6nuctep. Mo 1, 2 unn 20

B MBX/Al 6nucTep. Mo 1 6nucTepOB B NaYky KapTOHHYIO
6nucTepy B navky BMECTE C MHCTPYKLe no
KapTOHHYIO BMECTe C NPUMEHEHMIO.

WNHCTPYKUWEii no

NPUMEHEHMIO.

12 | Labeling / Mapkuposka | According to ND / B cooteetcTauu ¢ HAA

13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue Mpu Temnepatype He Bbie 25 °C.
14 | Shelf life / Cpok 5 years / 5 net

rogHoCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [IpoaykT cooTseTcTBYET Tpebosanuam HI[ | 3axmoyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosienq; A INpoeepeHo:Ashish kumar OnobpeHo: Menemxep /
Ramakant | WM J ‘ PykoBoauTeb

9% /’//' Kusum Lata %ﬂ/

Print Date: Print Date: Print Date:
Hara: 17.03.2022 JHara:17.03.2022 Jara: 17.03.2022

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