Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,

Distt. Solan, H.P.,, 173 205, INDIA

Tel: #91 98166 56001-02

CEPTUOUKAT AHAJIM3A

www.drreddys.com

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykauH®, TabMeTKH, NOKPbIThIE NJIeHOYHOIH 06004K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2202033

Batch Quantity / O6bem naptau : 776.0Kg

Analytical Report No / Ananutiuecknii or4yet Ne :
040001654718,890001619941

Date of Analysis / laTta ananuza: 10.10.2022

Date of Manufacture / /lata npoussoacrsa : SEP-2022

Date of Expiry / Cpok roanoctu :AUG-2027

Analysis performed according ND / Ananns 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, n3m. 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 /
TabneTkm  KancynosugHoON
copmbl, NOKpbITbIE
M1EHOYHON obonoykon

OpaHXeBOro LBeTa, ¢ pUckom
Ha OOHOW CTOPOHE;: Ha
nofepeYyHoM paspese — S4p0
Benoro ugeTta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTku KancyrnoBUOHOM

dopmbl,  NOKPbITHIE  MIIEHOYHOR
000roYKOA OpaHXeBoro LBeTa, C
pUCKOW Ha OAHOK CTOPOHE; Ha

rnonepedHoM paspese — A4ApO
6enoro unu noytn 6enoro uBeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [poaykr coorsercTsyeT Tpebopanuam HJ | 3akmodenne: OJIOBPEHO
Prepared by / Checked by / Apprgved by: Manager/Executive /
[ToarorosneHo: [Tposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ankit //ti] o_f// Pykopomutens :Amit Kumar
=

%} - {'\M ‘;/ 4
Print Dafe: Print Date: Print Date:
Hara: 10.10.2022 Jara: 10.10.2022 Jara. 10.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +31 40 4500 2900, Fax: +91 40 4900 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

CEPTH®HUKAT AHAJIM3A

www.drreddys.com

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg T
UGyxauu®, TaGueTky, NOKPBIThIE IIEHOUHOI 060104KO, 400mr + 325mr

Batch No / Cepusa Ne : V2202033 Batch Quantity / O6bem maprun : 776.0K g
Analytical Report No / Anaantuyeckuii oTyer Ne : Date of Analysis / JlaTa ananusa: 10.10.2022
040001654718,890001619941

Date of Manufacture / lata nponsBojctsa : SEP-2022  |Date of Expiry / Cpok rogHocT :AUG-2027

Analysis performed according ND / Auanus nposenen no HJI: TINO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3aM. Ne 1 ot 06.09.2018, n3m. No 2 o1 23.09.2019)

2 Identification / a) Complies as prescribed/
MoonnHHOCTL B cootBeTCcTBUM C
onucaHuem

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 yAepXuBaHns OCHOBHbIX
MUKOB Ha XpomaTtorpamme
ncnbITyeMoro  pacrteopa  LOFDKHbI
COOTBETCTBOBATH BpPEMEHaMm
yOoEepKUBaHUSA MUKOB Ha
Xpomarorpamme pacTBopa
CTaHOaPTHbIX ofBpasLos
ubynpocdeHa M napauetramona
(pazgen «KonnyectBeHHoe
onpeaeneHue»)

3 |Average weight and 972.5 mg
mass uniformity /
CpegHsis macca v
OAHOPOAHOCTE MO
macce

Complies /cooTBETCTBUN C

lOT 9409 wmr pmo 9991 wmr

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

(970,0 mr + 3,0 %)

18/20 tablets — NMT + 5% /
18/20 Tabrietok — He 6Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He 6onee + 10 %

Remarks : The Product conforms to ND/
Hpumeuanne: [poaykr cootBeTcTByET Tpedosanusm HJT

Opinion : APPROVED
3akmouenue: OTOBPEHO

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

[ToaroTosneHo: IIpoBepeno: Pardeep Kumar | Ono6peHo: Menemkep /

Ankit 1 A Pykosoautens :Amit Kumar
ﬁ/ ~— =

Print Date: Print Date: Print Date:

Z[aTa: 10.10.2022 JHata: 10.10.2022 Iata, 10.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
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www.drreddys.com




D d . ‘...O Dr. Reddy's Laboratories Ltd.
. Formulation Unit-6
r. Red y S » Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS e o

CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxauH®, TabseTkH, NOKPLITHIE MJIEHOYHOI 060a104K0i1, 400mr + 325Mr
Batch No / Cepust Ne : V2202033 Batch Quantity / O6bem maprum : 776.0K g

Analytical Report No / Ananutu4yeckuii oryer Ne : Date of Analysis / Jlata anasnusa: 10.10.2022
040001654718,890001619941
Date of Manufacture / Jlata npoussoactea : SEP-2022 [Date of Expiry / Cpok rognoctu :AUG-2027
Analysis performed according ND / Ananns nposemen mo HJI: IT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. No 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration / 08 minutes 19 seconds Not more than 30 minutes /
PacnagaemocTb He 6onee 30 MuH

S |Dissolution / 97% - 102% NLT 70% (Q) C13H1sO2 (Ibuprofen)
PacTeopetue _ dissolved in 30 minutes /

He menee 70 % (Q) CisHis0:2
(n6ynpodpeH) 4epes 30 MUH

NLT 70% Q) CsHgNO,
99% - 102% (Paracetamol) dissolved in 30
minutes /

He wmenee 70 % (Q) CsHsNO;
(napauetamon) yepes 30 MyH

6 |Related substances / 0.04% Total impurities of lbuprofen NMT
PoacTBeHHble npumecu 1.0% / Cymma npumecei
ubynpodeHa — He 6onee 1,0 %
0.0001% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amunHodreHon (npumech
napauetamMmona) — He bonee 0,005%
7 |Water/Boga 1.4% |Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuannue: [IpoaykT cooteercTByeT TpeGosanmusm HJ | 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: IIpoBepeno: Pardeep Kumar | Ono6peno: Menemkep /
Ankit /-J 7 Pykosomurens :Amit Kumar
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Print Date: Print Date: Print Date:
Jara: 10.10.2022 Hara: 10.10.2022 Hata. 10.10.2022
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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

CEPTUHOUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6yxk1uH®, Tab1eTKH, IIOKPLITHIE MJIeHOYHO# 060/1049KO0MH, 400mr + 325Mr

Batch No / Cepust Ne : V2202033

Batch Quantity / O6bem naptun : 776.0K g

040001654718,890001619941

Analytical Report No / AHanuTndecknii otger Ne :

Date of Analysis / Jlata anaaun3a: 10.10.2022

Date of Manufacture / Jlara npoussojacrsa : SEP-2022

Date of Expiry / Cpok rogHoct :AUG-2027

Analysis performed according ND / Ananns npoeenen no HJI: TI N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuornioruyeckas
yucroTa

a) Total aerobic
microbial count /
ObLee ymcno
a3pOobHbIX
MUWKPOOPraHM3mMoB

b) Total combined
yeasts and mould
count / ObLyee vucno
OpPOXOKEBBIX U
NnecHeBbIX rpnbos

¢) E. coli

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

Less than 5 CFU/g /
Menee 5 KOE/T

Absent / OtcyTtcTBYyeT

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/
ITpumeuanne: Ilpoaykt coorseTcTBYET TpebOBaHUsM HJI

Opinion : APPROVED
3axaouyenne: OJJOBPEHO

Prepared by /
IMToarorosneHo:
Ankit /

.

Checked by /
[posepeno: Pardeep Kumar

el

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

v
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Print Date:

Hata: 10.10.2022

Print Date:
Hara: 10.10.2022

Print Date:
Jata. 10.10.2022

Registered Office: 8-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2999, Email: mall@drreddys.com
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Dr.Reddy’s “!‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories | t.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CEPTHPHKAT AHAJIN3A

Product : Ibuclin, film-coated tab.lets 400 mg + 325 mg
Uo6ykaun®, TabneTkH, NOKpbITHIE NJIEHOYHOI 0600uK0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2202033

Batch Quantity / O6wem napThu : 776.0K g

Analytical Report No / AHaguTHYecKHii oryer No :
040001654718,890001619941 ‘

Date of Analysis / [laTa ananu3a: 10.10.2022

Date of Manufacture / Jlata.npoussogersa : SEP-2022

Date of Expiry / Cpok roguoctn :AUG-2027

Analysis performed according ND / Ananauz nposeaen no HJI: T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. 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 /
/ OpHopoaHoCTb 1.7 Mokasatens npuemnemoctu (AV)
0031poBaHus pormkeH 6bITh He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance valiie (AV) should be
1.7 not more than 15.0 /

Paracetamol / [NokasaTenb npuemnemoctn (AV)
napaveTtamon AomKkeH ObITb He Gonee 15,0.

10 |Assay/ 397.8 mg 360 to 440 mg of Ci3H50;2
KonuyecteserHoe (Ibuprofen) per tablet /
onpefeneHne Ot 360,0 mr go 440,0 mr Cqi3H150-

(nbynpodbeH) B TabneTke
324.54 mg

2925 to 357.50 mg of CgHgNO;
(Paracetamol) per tablet /

Or 2925 mr po 357,5 mr CsHgNO,
(napaueTtamon) B TabneTtke

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: [Ipoaykr coorBercreyet Tpebopanunsam HJ| | 3axmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: [Iposepeno: Pardeep Kumar | Ono6peno: Menemxep /
Ankit P PyxoBoautens :Amit Kumar
N = /& A~
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Print Date: Print Date: Print Date:
Hara: 10.10.2022 Hara: 10.10.2022 Jara. 10.10.2022

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

CEPTUDUKAT AHAJIU3A

(Product Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkanna®, TabneTky, NOKPHITHIE MJIEHOYHOI 06004K0H, 400Mr + 325Mr

Batch No / Cepusi Ne : V2202033

Batch Quantity / O6bem nmapTuu :

776.0K g

040001654718,890001619941

Analytical Report No / AHajuTHYeckuii oTyet Ne :

Date of Analysis / [lata anamusa: 10.10.2022

Date of Manufacture / lata npoussoacrsa : SEP-2022

Date of Expiry / Cpok rogHoctn :AUG-2027

Analysis performed according ND / Ananu3 nposexer nmo 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, u3m. 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 leaflet in |leaflet in a carton. / No 10 TabneTok
a carton. /Mo 10 Tabnetok  |B NBX/Al 6nucrep. Mo 1, 2 nnn 20
8 MBX/Al 6ninctep. Mo 1 GrnCTEPOR B NAYKY KAPTOHHYIO
6nncrepy B nauvky BMECTE C MHCTPYKLUMEN Mo
KapTOHHY BMeCTe C NPYMEHEHWIO.

VHCTPYKLMEN Mo
NPYMEHEHUIO. -

12 | Labeling / MapkupoBka | According to ND / B cooTseTtcTBumn ¢ H
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHve Mpun TemnepaTtype He Bbille 25 °C.

14 | Shelf life / Cpok 5 years / 5 net

rogHocTU

Remarks : The Product conforms to ND/ _ Opinion : APPROVED

Mpumeyanue: IponykT coorseTcTyeT Tpebopanusam HJI | 3akmouenne: ONOBPEHO

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

IloarorosneHo: ITpoBepeno: Pardeep Kumar | Onobpeno: Menemxep /

Ankit J: PykoBoautens :Amit Kumar
. o .

Print Date: Print Date: Print Date:

Hara: 10.10.2022 Hara: 10.10.2022 Hara. 10.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +91 40 4900 2909, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCC04507
www.drreddys.com




