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CBUJIETEJILCTBO O COOTBETCTBHUH
TPEBOBAHUSIM I'OCYJAPCTBEHHOU PETUCTPALIMA

Hacrosmum 000 «/Ip. Pennu’c JlabopaTopHcy yA0CTOBEPSET, TO
JIeKapCTBEHHBIH penapar i MeJHIMHCKOro IPUMEHEHHA:

Haumenoeanue JIII:
MHH:

Jlexapcmeennas ¢hopma,
¢opma evinycka:

PY Ne, oama:

HII, uamenenue Ne:

IIpouszeooumens, cmpana:

Aodpec npouzeoocmea:

Cepus Ne:
Konuvecmeo:

Hama uzzomoenenua:
Cpoxk 2o0nocmu:

Koo OKIIJ]2:
Koo TH B3/I:
Koumpaxm Ne:
Hhueoric Ne:

NOyKnmuH®
U6ynpoden + ITapaneramon

TabIIeTKH, MOKPHITHIE IIEHOYHOH 060s04Ko#, 400
mr + 325 mr (6muctep) 10 x 1 (mavka kapTOHHAA)
TIN011252/01 ot 07.07.2011 (mara 3ameHsl PY
23.09.2019)

TIN011252/01-110717 u3m. 1-2

J-p Pennu’c Jlaboparopuc Jita., Manus
Formulation Unit-6, Vill. Khol, Nalagarh Road,
Baddi, Distt. Solan, H.P., 173205, India

V2200843
75648 ynakoBok
04.2022
03.2027

21.20.10.232

3004900002

DRL 01/2020 ot 26.10.2020
185033207 ot 26.05.2022

COOTBETCTBYET TpeOOBaHHUAIM, YyCTAHOBJIIEHHBIM IIPH €r0 roCyAapCTBEHHOM

Y0oIHOMOYEHHBIH 0 Ka4ecHE

BBO3MMOM MPOIYKLHH
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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

CEPTUDUKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOyknuu®, Tabnerku, DOKPHIThIE IIEHO4HOI 060104K0i, 400Mmr + 325mr

Batch No / Cepust Ne : V2200843

Batch Quantity / Oobem naprum : 776.0 Kg

Analytical Report No / Ananuruyeckuii oryer Ne :
040001570508, 890001590595

Date of Analysis / [laTa ananuza: 17.05.2022

Date of Manufacture / lata npoussoacrsa : Apr-2022

Date of Expiry / Cpok rognocth :Mar-2027

Analysis performed according ND / Ananu3 nposeaen mo HJI: ITNO011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018, u3m. Ne 2 or 23.09.2019)

S. Test
No

Result

Specification

1 |Description / Onucanue

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

on cross section- white core /

Tabnetku KancynosugHomn
dopmbl, NoKpbITble
nnexHo4Hom obonoykomn

OpaHxeBoro LgeTa, C puckoun
Ha OAHOW CTOpPOHe; Ha
nonepeYyHoMm paspese — s4po
Genoro useta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core [/ Tabnetknm KancynoBugHow
opMbl,  NOKPbITLIE  MSIEHOYHON
obonouykoW oOpaHxeBoro Lpeta, C
PWUCKOM Ha OfHOW CTOpPOHe; Ha
nonepe4yHoMm paspese — S4po
Genoro wnu no4yt Benoro ugeTa

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBercTeyer TpeboBaHusm HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by /
[ToaroroneHo:

Pardeep Kumar t i

-

Checked by /
[TpoBepeno:Himesh Kumar

c_—)-}/”—;)

Approved by: Manager/Executive /
Opobpeno: Menepkep /
PykosoauTtens :Manoj Kumar

Print Date:
JHara: 17.05.2022

Print Date:

Print Date:

Hara: 17.05.2022

Hara: 17.05.2022

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
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT 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
HOoykaue®, TabieTkn, NOKPbITHIE IeH04HOH 000/104K0i, 400mr + 325Mr

Batch No / Cepust Ne : V2200843

Batch Quantity / O6bem napTuu : 776.0 Kg

Analytical Report No / AnaanTuveckuii oryer Ne :
040001570508, 890001590595

Date of Analysis / [laTa ananusa: 17.05.2022

Date of Manufacture / Iara npounssojcrea : Apr-2022

Date of Expiry / Cpok roanoctn :Mar-2027

Analysis performed according ND / Ananns nposenen mo HJ: [T 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)

2 Identification /
MoAnuMHHOCTL

a) Complies as prescribed/
B cootBeTcTBUM 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 yaepxuBaHUMA OCHOBHBIX
N1KoB Ha Xpomarorpamme
UCMbITYEMOro  pacTeopa  AOITKHbI
COOTBETCTBOBATb BpeMeHam
YAEPXKNBAHUSA NUKOB Ha
XpomaTorpamme pactsopa
cTaHAapTHbIX obpasuos
nmbynpoceHa M  napauderamona
(pasgen «KonuyecreeHHoe
onpeaeneHner)

3 |Average weight and
mass uniformity /
CpegHsis macca v
0AHOPOAHOCTb MO
macce

968.4 mg

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

Or 9409 wmr pgo 9991 wmr
(970,0 mr + 3,0 %)

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/
Ipnmeuanune: [lpoaykr cootBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3aknwuenne: OJJOBPEHO

JHara: 17.05.2022

MJara: 17.05.2022

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBaeHo: ITpoepeno:Himesh Kumar | Onobpeno: Menemkep /
Pardeep Kumar ﬁ M PykoBoauTens :Manoj Kumar
- . IM‘M-’.
Print Date: Print Date: Print Date:

Jara: 17.05.2022

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



Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTHA3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +51 98166 56001-02
www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxkaun®, Tab1eTkH, NOKpbIThIE IIeHOYHOI 000a04K0i, 400mr + 325Mr

Batch No / Cepus Ne : V2200843

Batch Quantity / O6bem maptuu : 776.0 Kg

040001570508, 890001590595

Analytical Report No / Ananurudecknii oryer Ne:

Date of Analysis / JlaTa ananuza: 17.05.2022

Date of Manufacture / laTa npousBojactea : Apr-2022

Date of Expiry / Cpox roagnoctn :Mar-2027

Analysis performed according ND / Ananns nposenen o H/[: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uam. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

09 minutes 45 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacTtsopeHue

96% - 100%

101% - 103%

NLT 70% (Q) Ci3H1502 (lbuprofen)
dissolved in 30 minutes /

He menee 70 % (Q) CizHisO2
(uBynpodpeH) yepes 30 MuH

NLT 70% (Q) CsHaNO:
(Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CgHiNO:

(napauetamon) yepes 30 MuH

6 |Related substances /
PogcteeHHbie npumecy

0.04 %

0.0002 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
ubynpoceHa — He Bonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amvHocheHon (npumech
napauetamona) — He bonee 0,005%

7 |Water/Bopa

1.3%

Not more than 5.0% /
He 6onee 5.0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeyanne: Tpoaykt cootsercTeyer TpebGosanuam HJ[ | 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toproroeneno: IlpoBepeno:Himesh Kumar | Opobpeno: Menemikep /

Pardeep Kumar ﬁ M Pykosoaurens :Manoj Kumar

Print Date: Print Date: Print Date:

Jara: 17.05.2022 Jara: 17.05.2022 JHara: 17.05.2022

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 ":‘

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
CEPTUDOHKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HUOoykauu®, TabieTkH, NOKPbITHIE N1eHOYHOi 060104 K0ii, 400mr + 325mr

Batch No / Cepus Ne : V2200843

Batch Quantity / O6nem naprun : 776.0 Kg

Analytical Report No / Aranutndecknii oruer Ne :
040001570508, 890001590595

Date of Analysis / {laTa anaqmsa: 17.05.2022

Date of Manufacture / Jlata npou3soacrsa : Apr-2022

Date of Expiry / Cpok rognoctu :Mar-2027

Analysis performed according ND / Ananus nposesen mo HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 o1 06.09.2018, uzm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckan
yucroTa

a) Total aerobic
microbial count /
O6wee yncno
a3pobHbIX
MUWKPOOPraHu3mMoB

'b) Total combined
yeasts and mould
count / OBbwee yncno
OPOMOKEBLIX W
nnecHeebix rpubos

c) E. coli

Less than 10 CFU/g /
MeHee 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 / OTcyTcTeve B
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanme: [1poaykT cootBercTByeT Tpebosanuam HJI | 3akmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosnexo: [Tposepeno:Himesh Kumar | Ono6peno: Menemxep /

Pardeep Kumar t M PykoBoautens :Manoj Kumar
Print Date: Print Date: Print Date:

Hara: 17.05.2022 Jara: 17.05.2022 Jata: 17.05.2022

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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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +51 98166 56001-02

CEPTUO®UKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyknuu®, TabaeTku, N0KpbIThIE MIeH04HOH 000104 K0i, 400Mr + 325Mr

Batch No / Cepust Ne : V2200843

Batch Quantity / O6bem naprun : 776.0 Kg

040001570508, 890001590595

Analytical Report No / Anaantnueckuii oryer Ne :

Date of Analysis / JlaTa anaauza: 17.05.2022

Date of Manufacture / [lata npoussogcrsa : Apr-2022

Date of Expiry / Cpox roanoctn :Mar-2027

Analysis performed according ND / Ananus nposeaen no H/I: IIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uam. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage

Acceptance value (AV) should be

units not more than 15.0 /
/ OgHOpOAHOCTD 2.3 MokasaTtene npuemnemoct (AV)
A031pOBaHUA pomkeH 6bITb He Bonee 15,0.
Ibuprofen /
nbynpodeHr Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.6 Mokaszarene npuemnemoctu (AV)
napauertamon Aom¥keH 6biTe He Bonee 15,0.
10 |Assay/ 390.4 mg 360 to 440 mg of CizH:O2
KonunyecTteeHHoe (Ibuprofen) per tablet /
onpepeneHne Ot 360,0 mr go 440,0 mr CisH1s0:2
(nbynpodpeH) B TabneTke
324.12 mg 2925 to 357.50 mg of CgHgNO-

(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHsNO2
(napauetamon) B TabneTtke

Remarks : The Product conforms to ND/
Mpumevanue: Tpopykr coorrercreyer rpeboraHusm HJT

Opinion : APPROVED
Jakmouennce: OJOLPEHO

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

[ToaroToBaeHo: IMpoeepeno:Himesh Kumar | Onobpeno: Menemxep /

Pardeep Kumar ﬁ Pykosoaurens :Mano) Kumar
(Inkltiz—

Print Date: Print Date: Print Date:

Harta: 17.05.2022 Jara: 17.05.2022 Hara: 17.05.2022

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
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P., 173 205, IND1A
Tel : +61 98166 56001-02

CEPTUOHKAT AHAJIM3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoykann®, TabiaeTkH, NOKpLITLIE M1eHOYHOIH 06004K0ii, 400Mmr + 325mMr

Batch No / Cepust Ne : V2200843

Batch Quantity / O6wem naprun : 776.0 Kg

040001570508, 8950001590595

Analytical Report No / Ananuruueckuii oruer Ne :

Date of Analysis / lata anamusa: 17.05.2022

Date of Manufacture / /lata npoussoacrsa : Apr-2022

Date of Expiry / Cpok rognocts :Mar-2027

Analysis performed according ND / Ananus nposegen no HJ[: [1N011252/01-110717 (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 / Ynakoska |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. / Mo 10 TabneTok
a carton. / Mo 10 Tabnetok |8 MNBX/Al 6GnucTep. Mo 1, 2 unun 20
B MBX/Al 6nucTep. Mo 1 BnmMcTepoB B Nayky KapTOHHYIO
BnucTepy B nadky BMECTE C WHCTPYKLUWME no
KapTOHHYI0 BMECTE C MpUMEHEHWIO.

WHCTPYKLMER Nno
NPUMEHEHWIO.

12 | Labeling / MapkupoBka | According to ND / B cootsetctauu ¢ HJl
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

rofHoCT!

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Tpoaykr coorsercTByet Tpebosanuam HJ1 | 3akmouenne: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Exccutive /
IoaroTtosaeHo: I[posepeno:Himesh Kumar | Ono6peno: Menemxep /
Pardeep Kumar | Pykosoaurens :Manoj Kumar

i - O ) g Py

Lh;]et,l’ﬁ(/

Print Date: Print Date: Print Date:
Hara: 17.05.2022 Jara: 17.05.2022 Hara: 17.05.2022

Registered Office- 8-2-337, Rnad Nn 3, Ranjara Hills, Hyderahad - 500034, Telangana. India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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