YN Dr. Reddy’s Laboratories Ltd.
? °o@® forrmulation Unit-6
Dr‘ Reddy S ‘,‘ vill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
) www.drreddys.com
CERTIFICATE OF ANALYSIS
H3A
CEPTHOHKAT AHAJ Page 1 of 5/ Crp. 1135

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykaun®, TabacTki, NOKpLITHIC naenounoii 06oa0tKoii, 400 Mr + 325 M1,
Batch No / Cepnst Ne : V2300228 Batch Quantit / OGnem na
Analytical Report No / Auaaututiecknii orier Ne: Date of Analysis/ JlaTa anaan
040001760046

Date of Manufacture / Jlata nponssoactsa : Feb-2023 [Date of Ex iry / CpoK rofinocT Jan-2028
Analysis performed according ND / Anaan3 nposeaci 1o HJI: [1NOI 1252/01-300522

3a: 15.02.2023

S ecification / Hopma

Ne |Test/ IMokaszaTeab Results/ Pe3yabTaThl - fil ted
1 |Description/ Onuncanne |Capsule-like orange-coloured  film- Capsule-like orange-coloured fi m-cg;let .
coated one-side scored tablets; on one-side scor A

cross section - white core. /TabneTkH{on cross section- white or off:whlte core. /
KancynosuaHoii ¢opmbl, nokpsiThie| TadneTKH Kancynoan:‘l'ﬂou 3 (bop,\m:
[INEHOUHOIi 0BONOUKOii OPaHKEBOTO|MOKPBITHIC MaeHOYHOH “ooonoqxotl
1BeTa, .C PHCKOil Ha O/1HOii CTOpOHE;|OpaHKeBOro uBeTa, C PHCKOH Ha onHoH
Ha rnonepeyHoM paspese — AIpo CTOpOHE; Ha rioriepe4HOM pa3pese — A0pO
6enoro useTa. Genoro HiH ModTH 6€j10ro UBETa

Remarks: The Product conforms to ND/ Opinion: APPROVED
Mpumeyanne: [IponyKT COOTBETCTBYET tpe6oBaHuaM HJL 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
MoarotosneHo: Ramakant | IIpoBepeHo: Pardeep Kumar /Ono6peno:Menemkep/PykoBOAHT

g}\ d enb : Manoj Kumar @}w&
Mkﬁ”/ C l 1t

Reprint Date: 15.02.2023 Reprint Date: 15.02.2023 Reprint Date: 15.02.2023
Jlata: Jlara: Jara:

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,
Formulztion Unit-5

Vill. ¥hel, Malagarh Poad, Baddi,
piste. Solan, H.P., 173 205, INDIA
Tef - +#91 92166 56001-02
wrurmdrreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATH3A

Page2of 5/C1p.2 n35

[Product: Ibudlin, film-coated tablets, 400 mg + 325 m2

H OVICTHHE, T20J€TKH, NOKpHTHEe [L1es09HO0# 000109K0H,
'Batch No / Cepra Mo : V2300228

400 yir +325 M1
[Batch Quantity / OOBes napruu : 727.5 KG

y

{Analytical Report No / AB2.IBTHIECKHH oT3eT M2 2

040001760046

Date of Analysis / IaTa anaan3a: 15.02.2023-

Date of Mzanufacture / ara
| Analysis performed 2ccording ND / Ag2.1w3 npoeeled 0o

3cTea - Feb-2023

{Date of E
HJ: [T NO1 1252/01-300522

« roagocTi = J an-2028

7/ C

2 | Idemification/
IMoxwm=socTs

! Complies zs prescribed/
{CooreeTCTEYET

-

|
i
;
i
¢
;

The retention times 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) /

BpeweHa yAep/KHBaHHA OCHOBHBIX MHKOB

Ha XpoMar orpaMme HCMBITYEMOIO
pacTeopa JNOJIAHBI COOTBETCTBOBATH
BpeMEHaM ynepmmamm NMHKOB Ha

XpomaTorpaMme pacTBopa CTaHAapTHBIX
oGpasuos HOynpodeHa M napaueravoia

(pazaen «KonnyecTBeHHOE
onpeaeieHHe»)
3 |Average tablets weight 73.7mg/973.7 mr 940.9 mg to 999.1 mg
Cp:e.mxx smacca (970.0 mg £ 3%) /
TabaeTox Or 9409 Mr 10 999,1 MT
(970,0 Mr £ 3 %)
Remarks: The Product conforms to ND/ Opinion: APPROVED

Ipumeuanne: [IpOIVKT COOTBETCTBYET TPEOOBAHHAM HI

3axmouenne: OJJOBPEHO

Prepared by /
[Moarororiaeno: Ramakant

ol

Checked by /
IMposepero: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno:MeHenxep/PyKoBoAHT

enb : Manoj Kumar W
/

Reprint Date: 15.02.2023
Jara:

Reprint Date: 15.02.2023

Nara:

Reprint Date: 15.02.2023
Hara:
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Dr.Reddy’s Q%

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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Page3 of 5/Crp.3 35

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykann®, Ta6acTki, HOKpLITLIC Wicnonoii 06010Koi, 400 mr + 325 mr

Batch No / Cepust Ne : V2300228

Batch Quantity / OGnem napTHH : 727.5 KG

040001760046

Analytical Report No / Anamnrnucckuii oruer Ne

“[Date of Analysis / JlaTa anajiu3a: 15.02.2023 *\

Date of Manufacture / lata

npomssoacrsa : Feb-2023 |Date of Expiry / CpoK roatocTH : Jan-2028 e

NO011252/01-300522

Analysis performed according ND / Auanus nposesen no HJL: T

" Disintegration /

Pacnapaemocts

05 min /05 Mu

Not more than 30 minutes /
He 6onee 30 MHH

5 |Dissolution /
PactBopenue

96 % to 99 %

97% to 99 %

Not less than 70% Q) Ci3H150:
(Tbuprofen) dissolved in 30 minutes /

He wMenee 70 % (Q) Ci3His02
(n6ynpoden) uepe3 30 MuH

Not less than 70% (Q) CsHoNO:
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO:
(napaueramon) 4epe3 30 MHH

6 |Related substances /

PoncTBeHHble TPHMECH
Method 1/ Meron 1

Method 2 / Meton 2

0.0002 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHo¢eHon (MpuMech napateramosa)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  enMHHYHAsA
npHMech (ubynpodena HIH
napauetamona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meron 1 + Meton 2) -
not more than 0.7% / He 6onee 0,7 %

Remarks: The Product conforms to ND/
Ipumeuanne: [1poayKT COOTBETCTBYET tpe6oBanusaM HJI

Opinion: APPROVED
3akmouenne: OJOBPEHO

Prepared by /
[MoaroroBneHo: Ramakant

fokd

Checked by /
Iposepeno: Pardeep Kumar

-

Approved by: Manager/Executive
/Ono6peno:Menenxkep/PykoBoauT

enb : Manoj Kumar
frdsd

Reprint Date: 15.02.2023

Jlara:

Reprint Date: 15.02.2023
Hara:

Reprint Date: 15.02.2023

Jara:

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 Laberatories Ltd.

Q. ® \ >
ormulation Unit-6
Dr. Reddy,s '... \F/ill. Kho!, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com
CERTIFICATE OF ANALYSIS

i CEPTHOUKAT AHAJTUIA Page4 of 5/ Ctp.4u35
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg W
Hoykann®, TabJaeTKiH, NOKPLITLIC [1eHo10i 060/104KOi 400 mr +325 mr T \
Batch No / Cepusi Ne : V2300228 Batch QMMM'% 2 S
Analytical Report No /- Anaantuueckuii orier Ne: Date of Analysis / laTa RpRRPRER T j
040001760046 - - Jan-2028
Date of Manufacture / JlaTa npon3BoAcTBa : Feb-2023 [Date of Expi / CpoK roHocTH :

Analysis performed according ND / Anaaun3 nposeacH 1o HJI: 11 NO1 1252/01-300522
7 |Water/ Bona 1.5% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) Sheuld b
units / 1.6 more than 15.0/
OIHOPOAHOCTD Moka3zaTenb MPHEMIIEMOCTH (AV) nomxeH
JIO3MpOBaHUS 6b1Th He Gonee 15,0
Ibuprofe\n AP Acceptance value (AV) should be not
: 1.6 more than 15.0/
- Paracetamol/ [Toka3aTenb MpHEMIEMOCTH (AV) nomKeH
napaueTamoJ 6biTh HE Gonee 15,0
9 |Microbial limits / |
Mukpobuonornyeckas
YHCTOTA
a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g/
microbial count / Menee 10 KOE/r He 6onee 1000 KOE/r
O061Lee YHCIIOo
a’pobHBIX
MHKpOOpPraHH3MOB
b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g /
yeasts and mould count Menee 5 KOE/r He 6onee 100 KOE/r
/ O61ee YHCIo
JPOXKEBBIX H
MJIECHEBBIX rPHOOB
c) E. coli Absent / OTCyTCTBYET Shall be absent in 1g / OtcyTcTBHE
1r
Remarks: The Product conforms to ND/ Opinion: APPROVED |
Tpumeuanue: [IpoJyKT COOTBETCTBYET TPEOOBAHNAM HJT 3akmtouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
TMoarotoeneHo: Ramakant | [posepeno: Pardeep Kumar /Ono6peno:Menemxep/PyKoBOAHT
W enb : Manoj Kumar a g
— olo/é
Reprint Date: 15.02.2023 Reprint Date: 15.02.2023 Reprint Date: 15.02.2023
Jlara: JHara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd,

S . ‘
mulation Unit-6

Dr. Reddy's "... \Flﬁlr Khol, Nalagarh Road, Baddi,

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

Tel : 491 98166 56001-02

www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Page5of 5/Crp.5u35

fv;.;,ﬁ;}?:mllillclill. film-conted tablets, 400 mg + 325 mg ' \
HOEy nm®, Tndacriy, HoKpLITHIC enouoii 06osokoii, 400 mr + 325 mr — 375 KG ‘
Bateh No / Cepunt N : V2300228 Batch Quantity / OGneM HAPTES-=22nm o3

Analytical Report No / Aunneraseexuit orer Ne : Date of Analysis / JlaTa anaan3az 1.5
040001760046

Date of Manufacture / Jlnta npoussoacrsa : Feb-2023 |Date o[ E
Analysis performed according ND / Auajns nipose/cti 110 HJI: [T NOI 125

xpiry / CpoK ronuocru:.lan-2028
2/01-300522

to 440.0 mg of Ci3sH130;2

10 |Assay/ S6ILY tablet /
Konnuectsennoc 400.1 mg /400.1 mr (Ibuprofen) per table
onpeaencune Wi PR R Pl D Seiegs

(n6ynpoden) B TabneTke
292.5 to 357.5 mg of CsHoNO:

324.79 mg/ 324.79 Mr Paracetamol) per tablet/
e E)T 292,5 Mr no 357,5 mr CsHoNO:z

3 (napaueramon) B TabneTke

[T | Package 7 Vraxooka |10 tblets in PVC/AI blister. 1 |10 tablets in PVC/AI blister. 1,2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / IMo 10 |[in a carton. / ITo 10 ta6nerok B [IBX/Al
Ta6netok B [IBX/Al 6nuctep. Mo 1 |6nuctep. Tlo 1, 2 uu 20 GaHcTEpOB B
Gnictepy B NayKy KapTOHHYIO |Mavky KapTOHHYIO BMeCTe c
BMECTE C HHCTPYKLUHEH HHCTpYKUHeli N0 MPHMEHEHHIO.

10 NpHMEHEHHIO.

12 | Labeling / Mapknposka| According to ND. / B coOTBETCTBHH C HI.
13 | Storage conditions / At temperature not more than 25 °C./

Xpauenue ITpu Temneparype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 ner

roaHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
Mpumeuanne: [Tponykt cootsetcTayeT TpeGoBanuam HIl 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
MoaroTtosneHo: Ramakant | [TpoBepeHo: Pardeep Kumar /Ono6peno:Menemxkep/PykoBoaHT

J enb : Manoj Kumar
el . "
(%

Reprint Date: 15.02.2023 Reprint Date: 15.02.2023 Reprint Date: 15.02.2023
Jara: Hara: Hara:
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