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Dr. Reddy's Laboratories Ltd.
rormulation 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

CEPTUD®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknun®, TabneTkH, HOKPHIThIE NJIEHOYHOH 00010uK0i, 400Mr + 325Mr

Batch No / Cepns Ne : V2200402

Batch Quantity / O6bem maptun : 712.5Kg

Analytical Report No / AHaquTHYecknii oTueT Ne :
040001538739, 890001578909

Date of Analysis / [laTa ananu3za: 15.03.2022

Date of Manufacture / Jlata npousBoacrsa : Feb-2022

Date of Expiry / Cpok roasoctu :Jan-2027

Analysis performed according ND / Anaau3 nposeaen mo HJ/I: [T N011252/01-110717 (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)

S. Test
No

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetkn  KancynoBWOHON
cbopmel, NOKpbIThbIE
NneHo4YHoN obonoukon

OpaHXXeBoro UuBeTa, C pUCKOW
Ha OOHOW CTOpPOHE; Ha
nornepeyvyHoOM paspese — A4po
6enoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTtkM KancynoBugHON
dopMbl,  MOKPbITbIE  NIEHOYHOW
00ONMOYUKON OpaHXeBOro UBeTa, C
pUCKON Ha OfHON CTOpOHE; Ha
rmornepeyHoMm paspese —  §4po
6enoro wnu no4vtun 6enoro UseTa

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT coorBeTcTByeT TpeGoBaHusm HJ

Opinion : APPROVED
3akmouenue: OJOBPEHO

Hara: 15.03.2022

Hata:15.03.2022

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

[Toarorosneno: [TpoBepeno:Himesh Kumar Omobpeno: Menemxep / A

Ankit - PyxoBonurens A —
@ Q_)_l/f' Pavan Kumar Sharma V

Print Date: Print Date: Print Date:

Jara: 15.03.2022

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tetangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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Dr. Reddy's Laboratories Ltd.
rormulation 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

CEPTHOHUKAT AHAJIN3A

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

HNoykn1uH®, TabneTKH, NOKPBITHIE IUIEHOYHOH 060104K0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2200402 Batch Quantity / O6bem maprun : 712.5Kg

040001538739, 890001578909

Analytical Report No / AnamuTHYeckuii oT4er No : Date of Analysis / JlaTta ananu3a: 15.03.2022

Date of Manufacture / /lata npousBoacrsa : Feb-2022  |Date of Expiry / Cpok roasocrtu :Jan-2027

Analysis performed according ND / Anamns nposegen mo HJI: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3mM. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MoanuMHHOCTL B cooTtBeTCcTBMU C
onucaHmem

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 ypepxuBaHus OCHOBHbIX
NUKoB Ha XpomaTtorpaMmme
UCNbITYEeMOro  pacrtsopa  AOSMKHbI
COOTBETCTBOBATH BpeMeHam
YAEPKUBaHUS nukos Ha
XpomaTorpamme pacTteopa
CTaHAapTHBIX obpasuos
nbynpocbeHa 1 napauetamona
(pazgen «KonunuyectBeHHoe
onpeaeneHue)

3 |Average weight and 968.7 mg
mass uniformity /

CpepHsist macca n
OOHOPOAHOCTL NO
macce

940,9 mg to 999,1 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/
IIpumeuanne: Ilponykt coorBeTcTBYeT TpeGoBaHusam HJT

Opinion : APPROVED
3axkmouyenue: OJJOBPEHO

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

[JoarororneHo: ITpoBepeno:Himesh Kumar Onobpeno: Menemxep / R

Ankit . PyxoBoautes A
A . CL\S/"_’ Pavan Kumar Shany’

Print Date: Print Date: Print Date:

Hara: 15.03.2022 Hara:15.03.2022 Hata: 15.03.2022
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CERTIFICATE OF ANALYSIS

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

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

CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknnu®, TabsieTKH, NOKPBITHIE I1eHOYHOH 000M0uKoi, 400mr + 325mr

Batch No / Cepust Ne : V2200402

Batch Quantity / O6bem naptuu : 712.5Kg

Analytical Report No / Ananutu4yeckuii oryer Ne :
040001538739, 890001578909

Date of Analysis / /laTa anaan3za: 15.03.2022

Date of Manufacture / JaTa npouspojcrsa : Feb-2022

Date of Expiry / Cpox rognoctu :Jan-2027

Analysis performed according ND / Ananu3 nposegen mo HJI: T N0O11252/01-110717 (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)

4 |Disintegration /
PacnapaemocTtb

07minutes 49 seconds

Not more than 30 minutes /
He 6onee 30 MmuH

S |Dissolution /

PacTtsopeHune

97% - 100%

99% - 101%

NLT 70% (Q) Ci3H1s02 (lbuprofen)
dissolved in 30 minutes /
He meHee 70 % (Q)
(nbynpodpeH) yepes 30 MuH

C13H1s02

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

He meHee 70 % (Q) CsHoNO:

(napauetamon) Yepes 30 MuH

6 |Related substances /
PogcTteeHHbIE Nnpumecn

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecei
nbynpodena — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodeHon (Npumeck
napavetamona) — He 6onee 0,005%

7 |Water/Boaa

1.4 %

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

Remarks : The Product conforms to ND/
IIpumeyanue: IIpoaykr cootBercTBYeT Tpeboanusam HJ{

Opinion : APPROVED
3akaouenue: OJOBPEHO

Hara: 15.03.2022

Hara:15.03.2022

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

IToarorosnexo: [Iposepeno:Himesh Kumar Onobpeno: Menemxep /

Ankit = _ PykoBouTens ; B
@ -y C,\—-J———"’—’/ Pavan Kumar Sharriii“"";;;’

Print Date: Print Date: Print Date:

Jarta: 15.03.2022
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CIN: L85195AP1984PLC0O04507
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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 : +91 98166 56001-02
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yxknuH®, TableTKH, NOKPLITHIE MJIEHOYHOH 060104K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200402

Batch Quantity / O6bem maptun : 712.5Kg

Analytical Report No / AHannTu4decknii oTuer Ne :
040001538739, 890001578909

Date of Analysis / JlaTa ananun3za: 15.03.2022

Date of Manufacture / lata npousBoactsa : Feb-2022

Date of Expiry / Cpok roanoctu :Jan-2027

Analysis performed according ND / Aranu3 nposeaen mo H/I: [1 N011252/01-110717 (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
YncToTa

a) Total aerobic
microbial count /
Obuwee uncno
a3pobHbIX

MWKPOOPraHn3mMoB

b) Total combined
yeasts and mould
count / Obwee uncno
OPONCKEBBIX Y
NnecHeBLIX rpubos

c) E. coli

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

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

Absent / OTcyTtctByeT

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
1r

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumevanue: [Ipoaykr coorercTByeT TpeGosanusam HJ[ | 3akmovenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: [Ipoeepeno:Himesh Kumar Onob6peno: Menemxep /
Ankit e PyxoBoaurens 0

ﬂ/ C___‘“s—\f/ " | Pavan Kumar Sharma « "F'h-_j" =
Print Date: Print Date: Print Date:
Hara: 15.03.2022 Hata:15.03.2022 JHata: 15.03.2022
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Dr.Reddy’s Q’:

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

CEPTHO®UKAT AHAJINU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
No6yknun®, TabaeTkH, NOKPLITHIE ILIEHOYHOH 060/1049K0ii, 400Mr + 325Mr

Batch No / Cepus Ne : V2200402

Batch Quantity / O6bem napruu : 712.5Kg

Analytical Report No / AHajquTHYecKHi# oTueT No :
040001538739, 890001578909

Date of Analysis / laTa ananuza: 15.03.2022

Date of Manufacture / /lata npouszBoacrsa : Feb-2022

Date of Expiry / Cpok rogaoctu :Jan-2027

Analysis performed according ND / Ananns nposegen mo H/I: TT N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 o1 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 /
{ OgHopoAHOCTE 1.4 MokasaTtens npnemnemoctn (AV)
403poBaHuUs JomkeH 6bITb He Oonee 15,0.
Ibuprofen /
néynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.4 MokazaTtens npuemnemocty (AV)
napaveTtamorn JOMmKeH ObITb He Bonee 15,0.
10 |Assay/ 395.0 mg 360 to 440 mg of C3Hs0;
KonnyectseHHoe (Ibuprofen) per tablet /
onpepeneHune Ot 360,0 mr go 440,0 mr Cq3H4s02
(vBynpodbeH) B TabneTke
320.76 mg 2925 to 357.50 mg of CgHgNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO,
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
ITpumeuanne: IIpoaykr coorBeTcTBYET TpeboBaHusam HJJ

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToarorosneHo:

Checked by /
IIposepeno:Himesh Kumar

Approved by: Manager/Executive /
Ono6peno: Menemxep /

Hara: 15.03.2022

Hara:15.03.2022

Ankit /}Z{ \ - PykxoBonurens Jz )
(s QL-’—/—) Pavan Kumar Sharma © lhi’
Print Date: Print Date: Print Date: N

Jara: 15.03.2022
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CERTIFICATE OF ANALYSIS

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

Vili. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyknana®, TabiieTKH, MOKPLITHIE IIEHOYHOI 000/104K0i1, 400Mr + 325Mr

Batch No / Cepus Ne : V2200402

Batch Quantity / O6bem naptuu : 712.5Kg

Analytical Report No / AnamnTuaeckuii oruer No :
040001538739, 890001578909

Date of Analysis / laTta anann3za: 15.03.2022

Date of Manufacture / lata npousBoactsa : Feb-2022

Date of Expiry / Cpok rogaoctu :Jan-2027

Analysis performed according ND / Ananan3 nposesen mo 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, uzm. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka

10 tablets in PpVC/AI
blister. 1 blister and a
patient information leaflet in
a carton. / o 10 TabneTok
B MNBX/Al 6nucrep. lNo 1
6nucTepy B Navky
KapTOHHYO BMecTe C
WHCTPYKUMEN No
NPUMEHEHMIO.

10 tablets in PVC/AI blister. 1, 2 or
20 blisters and a patient information
leaflet in a carton. / Mo 10 TabneTok
B MNBX/Al 6nncTtep. Mo 1, 2 unun 20
BrmcTepoB B Mavky KapTOHHYHO
BMECTE C MHCTpYKUMen no
NPUMEHEHNIO.

12 | Labeling / Mapkuposka

According to ND / B cooTtBeTcTBuu ¢ HJ

13 | Storage conditions /
XpaHeHue

At temperature not more than 25 °C. /
[1py TemnepaTtype He Bbille 25 °C.

roagHOCTH

14 | Shelf life / Cpok

5 years /5 net

Remarks : The Product conforms to ND/
Ilpumeuanue: IIpoaykT coorBeTcTBYeT TpeGoBanmsam HJT

Opinion : APPROVED
3axawuyenue: OJJOBPEHO

Hara: 15.03.2022

JHara:15.03.2022

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneHo: ITpoeepeno:Himesh Kumar Onobpeno: Mesemxep /
Ankit - - PykoBoautens

( A ) Q}-——/”) Pavan Kumar Sharma < T =
Print Date: Print Date: Print Date: -

Hara: 15.03.2022
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