Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOUKAT AHAJIA3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxknuu®, TabaeTKH, NOKPHITbIE INIEHOYHOH 000104K0#, 400Mr + 325Mr

Batch No / Cepust Ne : V2202138

Batch Quantity / O6bem naptun : 776.0Kg

040001664167,890001622807

Analytical Report No / AHanuTudecknii oryer Ne :

Date of Analysis / JlaTa ananan3a: 27.10.2022

Date of Manufacture / lata npousBoacrsa : SEP-2022

Date of Expiry / Cpox rogHoctn :AUG-2027

Analysis performed according ND / Auasn3 nposexen o HJI: IT1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S.
No

Test

Result

Specification

1 |Description / OnucaHne

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

tablets;

on cross section- white core /
TabneTkn KancynosuaHowm
thopmbl, NoKpbITLIE
NS1eHOYHOW obonoukon
OpaHXeBoro LBETa, C PUCKON
Ha OOHOW CTOPOHe; Ha

rnonepe4yHom paspese — 84po
fenoro upeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtkn KancyrnoBUAHON
hopmbl,  MOKPbITEIE  MIEHOYHON
oBOonoYkol opaHXeBoro uBeTa, C
puckoii Ha OAHOW CTOpOHE; Ha
nonepeyHoMm  paspese A4po
©enoro unu no4tn 6enoro LBeTa

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipogykt cooTBeTCTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosieHo:
Pravesh rana

Checked by /
[Tposepeno: Naresh Kumar

Gy

Approved by: Manager/Executive /
Onob6peno: Menemxkep /
PykoBoautens :Amit Kumar

{-&y"i};"’_—

f Li\
Print Date:
Hara: 27.10.2022

Print Date:

Hara: 27.10.2022

Print Date:
Hara. 27.10.2022

Registered UTTice: 8-2-33/, Koad No. 3, sanjara Aills, Hyderabad - 500054, Telangdana, Indld
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@direddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr.Reddy’s ‘}'

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIU3A

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
www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noyxkauu®, Tab/ieTKH, NOKPbITHIE NIEHOUHOH 000104K0ii, 400Mmr + 325Mr

Batch No / Cepust Ne : V2202138

Batch Quantity / O6sem maptun : 776.0Kg

Analytical Report No / Anaautu
040001664167,890001622807

YyecKkHMii oTueT Ne :

Date of Analysis / laTta ananu3za: 27.10.2022

Date of Manufacture / lata nponzBoacrsa : SEP-2022

Date of Expiry / Cpok rogaoctn :AUG-2027

Analysis performed according ND / Auanu3s nposenen o HI[: I1N011252/01-110717 (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)

2 Identification / a) Complies as prescribed/
MoAnuHHOCTL B cooTBeTCTBUM 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 ygepXvuBaHus OCHOBHbIX

OAHOPOOHOCTL NO
mMmacce

Complies /cooTBETCTBUM C

NNKOB Ha XpomaTtorpamme
NCNBITYEMOro  pacTeopa  AOIDKHbI
COOTBETCTBOBATH BpemMeHam
yaepmBaHns nnKoB Ha
Xpomarorpamme pacTeopa
CTaHAapTHbIX obpasLos
unéynpocdeHa 1 napauertamona
(pazgen «KonunyectseHHoe
onpegenexsue)
3 |Average weight and 969.5 mg 940,9 mg to 9991 mg
mass uniformity / (970,0 mg £ 3,0 %) /
CpeaHss macca u Or 9409 wmr go 999,17 wmr

(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/
ITpumeuanue: IIpoaykTt cootBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IloarorosieHo:

Checked by /
[Tpoeepeno: Naresh Kumar

(v

"

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoautenb : Amit Kumar

o
—

Pravesh rana
Print Date:

Hata: 27.10.2022

Print Date:
Jata: 27.10.2022

Print Date:
Jara. 27.10.2022

Registered Office: 8 2 22

¥, Road Mo. 3, Banjara Hillg, Hydarabad 500034, Talangana, India
Tel: +91 40 4900 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

CEPTUO®UKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOyxkaun®, Tab/ieTKH, DOKPbITHIE IIEHOYHOH 0060109K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2202138

Batch Quantity / O6bem maptun : 776.0Kg

040001664167,890001622807

Analytical Report No / Anaaurnyeckuii oTuer Ne :

Date of Analysis / laTa anaam3a: 27.10.2022

Date of Manufacture / Jata nponsBogactsa : SEP-2022

Date of Expiry / Cpok rogaoctu :AUG-2027

Analysis performed according ND / Auasu3s nposexen mo HI: [1N011252/01-110717 (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 /
PacnagaemocTb

10 minutes 35 seconds

Not more than 30 minutes /
He bonee 30 MmuH

5 |Dissolution /
PacTtsopeHue

97% - 103%

97% - 101%

NLT 70% (Q) C13H1O2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) C13H1302
(nbynpocbeHr) yepes 30 MuH

NLT 70% (Q) CsHoNO>
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHgNO»
(napaueTamon) Yepes 30 MUH

6 |Related substances/
PopcteeHHble npumech

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHoceHon (npumeck
napauetamosna) — He Gonee 0,005%

7 |Water/Bopa

1.5%

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

Remarks : The Product conforms to ND/
ITpumeuyanue: TIpoaykT cooTBeTCTBYET TpeboBanusam HJI

Opinion : APPROVED
3akarouenue: OJJOBPEHO

Prepared by /
IToarorosieHo:

Checked by /
[TpoBepeno: Naresh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoBoauTenb :Amit Kumar

e

Pravesh rana
4
Print Date:

Jara: 27.10.2022
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Print Date:

Hata: 27.10.2022

Print Date:
Jata. 27.10.2022

Registered Uttice: 8-2-33/, Koad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1984PLC0O04507
www.drreddys.com



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

CEPTUDUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabaeTKH, IOKPBITHIE I1eHOYHOH 000/104K0ii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2202138

Batch Quantity / O6bem naptuu : 776.0Kg

040001664167,890001622807

Analytical Report No / AHaauTH4YecKHii oT4yeT N :

Date of Analysis / laTa ananu3a: 27.10.2022

Date of Manufacture / /lata npousBoactpa : SEP-2022

Date of Expiry / Cpok rogaocrn :AUG-2027

Analysis performed according ND / Anasius nposenen no HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
yucToTa

a) Total aerobic
microbial count /
O6uwee uncno
a3pobHbIX
MUWKPOOPraHn3moB

b) Total combined
yeasts and mould
count / ObLee yncno
OPONCKEBBIX U
nnecHeBbIX rpnbos

¢) E. coli

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

Less than 5 CFU/g /
Menree 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 / OTcyTcTBYE B
1r

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoayKT COOTBETCTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouyenune: OJOBPEHO

Prepared by /
IToarotosneHo:
Pravesh rana

{

Checked by /
[TpoepeHo: Naresh Kumar

&

e

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
Pykopoaurens :Amit Kumar

p=

Print Date:
Hata: 27.10.2022

Print Date:
Hata: 27.10.2022

Print Date:
Jata. 27.10.2022

Pogistorod Cffica: € 2 337, Read Me. 2, Banjara Hillg, Hydarahad - 500024, Telangana, Indis
Tel: +91 40 4900 2900, Fax: +31 40 4900 2995, Email: mail@drreddys.com

CIN: L85195AP1934PLCO0AS07
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

CERTIFICATE OF ANALYSIS Tel:+9198166 56001-02

CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknnu®, TabieTKH, NOKPLIThIE MUIeHOYHOH 000104K0i, 400Mr + 325Mr

Batch No / Cepusa Ne : V2202138

Batch Quantity / O6bem naptuu : 776.0Kg

040001664167,890001622807

Analytical Report No / AHanuTHYecKuUii oTdeT Ne :

Date of Analysis / JlaTta ananuza: 27.10.2022

Date of Manufacture / [lata npousBoactea : SEP-2022  |Date of Expiry / Cpok roanoct :AUG-2027

Analysis performed according ND / Anasus npoeenen mo HJI: TTN011252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHOpOAHOCTL 1.4 MokazaTtenb npuemnemoctn (AV)
OO3MPOBaHUA AorkeH bbiTe He Bonee 15,0.
Ibuprofen /
|néynpodpen Acceptance value (AV) should be
' 1.0 not more than 15.0 /
Paracetamol / Mokasatenb npuemnemocTy (AV)
napaueramon JormkeH ObITb He Bonee 15,0.
10 |Assay/ 391.5 mg 360 to 440 mg of Ci3HsO2
KonnyectseHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr oo 440,0 mr Ci3H1502
(néynpodheH) B TabneTke
321.11 mg
2925 to 357.50 mg of CsHoNO:
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHgNO;
(napaueTtamon) B Tabnetke

Remarks : The Product conforms to ND/

Ipumeuanne: [Ipoaykr coorBeTcTBYET TpeGoBanusm HJI

Opinion : APPROVED
3akmouenne: OJJIOBPEHO

Pravesh rana

1

Prepared by / Checked by /
[loarorosneHo: [Iposepeno: Naresh Kumar

e

Approved by: Manager/Executive /
Opob6peHo: Menemxep /
PykoBoautens :Amit Kumar

([&,x\,\
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Print Date: Print Date:
Jata: 27.10.2022 Hata: 27.10

2022

Print Date:
Jata. 27.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 5C0034, Telangang, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
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 : +91 98166 56001-02

CEPTHOUKAT AHAJTHU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, TabneTKu, NOKPLITHIE JIEHOYHOH 000/104K0it, 400Mr + 325Mr

Batch No / Cepus Ne : V2202138

Batch Quantity / O6bem naptum : 776.0Kg

040001664167,890001622807

Analytical Report No / AHasmMTHYecKMii oTueT Ne :

Date of Analysis / JJaTra ananm3a: 27.10.2022

Date of Manufacture / JJaTa nponsBojacrea : SEP-2022

Date of Expiry / Cpok roguoctu :AUG-2027

Analysis performed according ND / Ananu3s npoBegen no HJ: II N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3am. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/AI 10 tablets in PVC/Al blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / o 10 TabneTok
a carton. /Mo 10 Tabnetok |8 MBX/Al 6Gnuctep. Mo 1, 2 nnn 20
B MNBX/Al 6nncTep. Mo 1 BnncTepoB B NaYKy KapTOHHYIO
Bnuctepy B nayvky BMECTE C UHCTPYKUMEN no
KapTOHHYIO BMECTe ¢ NPUMEHEHWIO.

WHCTPYKLIMEN no
NPUMEHEHMIO.

12 | Labeling / MapkupoBska| According to ND / B cootseTtctBum ¢ Hg
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [Mpu TemnepaType He Bbiwe 25 °C.

14 | Shelf life / Cpok 5 years /5 net

rogHOCTH

Remarks : The Product conforms to ND/
IIpumeuanne: ITponykt coorBercTByeT TpeboraHusM HJJ

Opinion : APPROVED
3akaouenue: OJIOBPEHO

Prepared by /
[ToxgrorosneHo:
Pravesh rana

||
¥

Checked by /
[Iposepeno: Naresh Kumar

6

—

Approved by: Manager/Executive /
Onobpeno: MeHemxep /
PykoBogutens : Amit Kumar

ps=—

Print Date:
Harta: 27.10.2022

Print Date:
Hata: 27.10.2022

Print Date:
Jata. 27.10.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +31 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




