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Distt. Solan, H.P., 173 205, INDIA
Tel : +91 58166 56001-02

CERTIFICATE OF ANALYSIS .\, drreddys.com
CEPTHOHKAT AHAJIN3A

Page1of 6/Crp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6y smn®, TabaeTKH, HOKpPbITLIC IIeHOYHOH obonoskaii, 400 mr + 325 mMr

Batch No / Cepnst Ne : V2302498

Batch Quantity / O6bem naprai : 776.0Kg

040002347920

Analytical Report No / AnaauTHuecknii oTder Ne :

Date of Analysis / []ata ananusa: 27.12.2023

Date of Manufacture / lata npoussoacrsa : 12/2023

Date of Expiry / Cpox rogmocrn : 11/2028

Analysis performed according ND / Ananus nposeaen no HIL: TIN011252/01-160123

Ne |Test/ IloxasaTenn

Results/ Pe3yasTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabnerxu
KarcynoBUAHOH (GOPMBL, MOKPHITHIC
TUIEHOUYHOH 000JIOUKOH OpaHXeBOro
LIBETa, C PUCKOH Ha OJHOW CTOpOHE;
Ha IIONEpedHOM paspese — AApo
6eJoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Ta6nerku
Kancynopuunoi  GopMBI,  ITOKPBITEE
JIeHOYHOM  00OJIOYKOH  OpaHXEeBOIro
{IBETa, C PUCKOHA Ha OJIHOH CTOpOHE; Ha
TONepeyHoM paspese — AApo Genoro uiu
noutH 6enoro npera.

2 |Identification /
[MTognMHHOCTE

Complies as prescribed/
COOTBETCTBYET

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) /
Bpemena yfepXMBaHHsI OCHOBHBIX MHKOB
Ha  XpOMaTorpamMe HCIIBITYEMOTO
pacTBopa  JAODKHBI  COOTBETCTBOBATH
BpeMeHaM  YACP)KMBaHHS IMKOB  Ha
XpOMarorpaMMe pacTBOpa CTaHJapTHhIX
obpasuoB ubynpodeHa W mapaneTamona
(pasmen «KONMYECTBEHHOE
OTIPENENCHHEN)

3 |Average tablets weight
CpenHsist Macca
TabseToK

9743 mg/974.3 Mr

From 9409 mg to 999.1
(970.0 mg+3.0 %) /
Or 940,9 wr

(970,0 mr £ 3,0 %)

mg

o 999,1 MT

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykt coorpercreyer Tpeboranusm HIL

Opinion : APPROVED
3axmoucuue: OJIOBPEHO

Jara:; 27.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[NoarotoseHo: /\ INporepeno: Santosh Kumar | OnoGpeno: Menemkep / PykosoauTent
Ankit P Maurya A Manoj Kumar : [

e — I:]:}“ Ett I~
Reprint Date:. Reprint Date: Reprint Date:

Jata: 27.12.2023

Jara: 27.12.2023

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

CIid. L8N183AP1S84PLCO04507
www.drreddys.com




Dr.Reddy’s 'g‘

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 .\ drreddys.com
CEPTUDPUKAT AHAJIM3A

Page2of 6 /Crp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabaeTkH, OKPbITHIE ILIeH0YHOH 060104K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302498

Batch Quantity / O6bem naptuu : 776.0Kg

040002347920

Analytical Report No / Ananntayecknii oTuer Ne :

Date of Analysis / laTa anamu3a: 27.12.2023

Date of Manufacture / {TaTa npon3ssoacrtsa : 12/2023

Date of Expiry / Cpok rognocrd : 11/2028

Analysis performed according ND / Ananus nposesen mo HJI: [T N011252/01-160123

4 |Disintegration /

PacnapaemMocTs

05 min 45 sec/ 06 MuH 45 cek

Not more than 30 min /
He Gonee 30 myuH

5 |Dissolution /
PactBopcHuce

99% To 104 %

100 % to 102 %

Not less than 70% (Q) of Ci3H;30,
(Tbuprofen) after 30 min /

He wmemee 70 % (Q)
(ubyntpoden) qepes 30 MuH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmeuee 70 % (Q)
(napaueramon) yepes 30 MuH

Ci3H 1502

CsHoNO;

Remarks : The Product conforms to ND/
Tpuvevannc: [TpogyKkT cooTReTeTBYCT TpeGoRanmam 11T

Opinion : APPROVED
Jawnemenue; QIOLPEHO

Prepared by / r Checked by / Approved by: Manager/Executive/
[MoarorosneHo: / A Ilposepeno: Santosh Kumar | Ono6peno: Menemxep / Pykosoaurens
Ankit il Maurya Manoj Kumar \ ol

/ CnmglLee
Reprint Date:. Reprint Date: Reprint Date:
Hara: 27.12.2023 Hara: 27.12.2023 Jara: 27.12.2023

Registered Office: $-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangans, India
Tel: +9% 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q':"

Dr. Reddy's Laboratories Ltd,
Farmulation 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

CEPTUDPUKAT AHAJIM3A

Page30of6/Crp.3 m3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxann®, Ta6ieTKH, MOKPLITHIE TNIeH0YHoi 06010uKoii, 400 mr + 325 Mr

Batch No / Cepust Ne : V23()2498

Batch Quantity / O6bem naprau : 776.0Kg

040002347920

Analytical Report No / AHannTHYecKHiH oTyeT Ne : Date of Analysis / /laTta anaansa: 27.12.2023

Date of Manufacture / {ata nponssogcrsa : 12/2023  |Date of Expiry / Cpok roanocts : 11/2028

Analysis performed according ND / Ananus nposesen mo HJI: TI N011252/01-160123

6 |Related substances /
PoCTBEHHBIE TIPHMECH
Method 1/ Merop 1

Method 2 / Meron 2

3 4-aminophenol (paracetamol impurity)
0.0001% - not more than 0.005 % /

4-amyiHo(penon (npuMech napaneraMmona)
- He Gonee 0,005 %

0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Ilobas EIHHHHA pHMeECk
(nbynpodena unu napaueramona) - He
oonee 0,3 %

Total impurities (Method 1+ Method 2)
0.07% - not more than 0.7 % /

Cymma npumeceii (Meron 1 + Merog 2)
- ne Gomee 0,7

9 |Water/Bopa 1.5% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [TpoaykT cooTsercTByeT Tpebosanuam HJI | 3akatouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneHo: /) IIposepeno: Santosh Kumar | Opo6peHo: Menemxep / Pykosojaurens
Ankit / !‘\/ ~ | Maurya F(\' Manoj Kumar \ - f
L T Yongltieet”

Reprint Date:. Reprint Date: Reprint Date:
Hata: 27.12.2023 Hata: 27.12.2023 Hara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




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

CEPTUDUKAT AHAJIU3A

Paged4 of 6/C1p. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoywnnn®, TabeTkH, NOKPbIThIE LIeHOYHOH 060104K0#, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302493 Batch Quantity / O6bem maptin : 776.0K

040002347920

Analytical Report No / Ananuthyecknii oryer Ne : Date of Analysis / [lara anaan3a: 27.12.2023

Date of Manufacture / laTa npon3BoacTsa : 12/2023  |Date of Expiry / Cpox rognocts : 11/2028

Analysis performed according ND / Ananu3 nposenen no HJI: I1 N011252/01-160123

10 |Uniformity of dosage
units /

OaHOpPOAHOCTD
JIO3NPOBAHHS

- Ibuprofen /ubynpoden

- Paracetamol/
napaneTamos

Acceptance value (AV) should be not

1.6 more than 15.0 /

IMoxazaresb upuemieMocTd (AV) foinkeH
61T HE 601ee 15,0

1.7 Acceptance value (AV) should be not
more than 15.0 /

TToxazaTens npuemiaeMoctH (AV) NosmkeH
OuITH He 6ontee 15,0

11 |Microbiological purity /
Mukpo6uosorrnyeckas
yucTOTa*

a) Total aerobic
microbial count /
Oo6mee YUCIO

NA Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

a’poOHBIX
MUKPOOPTaHH3MOB
b) Total combined Not more than 100 CFU/g/
yeasts and mould count NA He 6onee 100 KOE/r
/ Obiee qucno
JIPOXOKEBBIX
[JIECHEBBIX PHOOB
¢) E. coli NA Shall be absent in 1g / OrcyrcTBHE B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cootsetcTByet Tpebosanuam HJT | 3axmodenne: OIOBPEHO
Prepared by / - Checked by / Approved by: Manager/Executive/
[ToproroBneHo: 4\ ITpoeepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosojurens
Ankit [ : Maurya CEE-:__ Manoj Kumar Y _)[“
Reprint Date:. Reprint Date: Reprint Date:
Hara: 27.12.2023 Hara: 27.12.2023 Hara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP19284PLCO04507
www.drreddys.com




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSI
CEPTUOHKAT AHAJIH3A

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
S
www.drreddys.com

Page50f6/Ctp. S u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrann®, TabNeTKH, NOKPHITHIE IIEHOYHOH 0601019K0i, 400 Mr + 325 Mr
Batch No / Cepust Ne : V2302498 Batch Quantity / O6bem naprun : 776.0Kg
Analytical Report No / AnanuTHuYecKuii 0T4eT N : Date of Analysis / laTa ananusa: 27.12.2023
040002347920
Date of Manufacture / Jlata nponssoactsa : 12/2023 | Date of Expiry / Cpok rofsocTs : 11/2028
Analysis performed according ND / Anann3 nposesen mo HJI: I1 NO011252/01-160123
12 |Assay/ 401.3 mg/401.3mr From 360.0 to 440.0 mg of C;3H;30;
Konnyectsenrnoe (Tbuprofen) per tablet /
onpeaeseHue Ot 360,0 mr mo 440,0 mr Ci;3H;s0,
(ubynpoden) B Tabnerke
382.27 mg/ 382.27 mMr From 292.5 to 357.5 mg of CgHoNO,
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO;
(napaueramon) B TabJeTke
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20
blister and a patient information |blisters and a patient information leaflet
leaflet in a carton. / ITo 10 |in a carton. / [To 10 Tabneroxk B [IBX/Al
tabretok B [IBX/Al 6aucrep. [To 1 |6muctep. Ilo 1, 2 wiu 20 Gaucrepos B
6nucTepy B Mauky KapTOHHYIO |Madky KapTOHHYIO BMECTE c
BMECTE€ C  HHCTPYKUHed IO |HMHCTPYKIHEH IO NPHMEHEHHIO.
IPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. /B cootserctauu ¢ HIL
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue I1pu Temneparype He Bbiule 25 °C.
16 | Shelflife / Cpok S years / 5 ner
rOTHOCTH

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis. / [IpoBOIWTCS MPOU3BOAUTENEM IpH
BBINYCKE NMEPHOAMYECKH: [T kKaxkaoi 20-off cepuu Wik HE MEHee 1 pa3a B roa. ITokaszarens MOXET OBITH
He BIJTIOUEH B cepTH(OMKAT aHamu3a GUpMbl

Remarks : The Product conforms to ND/
TIpumevanne: [Tpoaykt cooTeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axaoueaue: OJJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive/
IToaroToBNEHO: /A TTposepeno: Santosh Kumar | OnoGpeno: Menezxep / Pykosopntens
Ankit ' )2 Maurya ( S Manoj Kumar ; ki /.ﬂ
Reprint Date:. Repnnt Date: Reprint Date:

Jlarta: 27.12.2023 Hata: 27.12.2023 Jara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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 .\ i reddys.com

CEPTHOHNKAT AHAJIH3A

Page 6 of 6/ C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
6y cann®, Tabaerku, NOKPLITLIE NICHOYHOH obonouxoii, 400 mr + 325 Mr

Batch No / Cepusi Ne : V2302498

Batch Quantity / O6bem naprun : 776.0K

040002347920

Analytical Report No / AnanuTiueckuii oruer Ne :

Date of Analysis / JaTa ananu3a: 27.12.2023

Date of Manufacture / Jlata nponssoacrsa : 12/2023

Date of Expiry / Cpox rogrocry : 11/2028

Analysis performed according ND / AHanu3 NpoBejes no HJI: TTN011252/01-160123

API name (INN) /
Haumenosauue AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [Tapauetamort

API manufacturer batch number /
Homep cepun NpoM3BOAHTEIS
ADC:

PIBM230373

0835/23-24

FP Manufacturer API Batch
number /

Homep cepun cy6cTaHUHE
nponzsoauTens IJIP:

FEQA00481

FEQA00566

API Manufactured by & country /
TMponzropurenn ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKTHB
®apma Caliencus Jinmuren,
HWupus

(Dapmacuormanc JIta., Uaausg

Sri Krishna Pharmaceuticals Ltd.,
India / I1Ipu Kpuiga

Remarks : The Product conforms to ND/
Tpumeuanne: [TpoaykT cooTeeTeTBYCET Tpedosanmim HIL

Opinion : APPROVED
3akmouenune: QJIOBPEHO

Prepared by / _ Checked by / Approved by: Manager/Executive/
IMoxroTosneHo: A a IIposepeno: Santosh Kumar | Omo6peno: Menemkep / PykoBogHTeh
Ankit '~ | Maurya xr Manoj Kumar @2/

Reprint Date:. Reprint Date: Reprint Date:

Jara: 27.12.2023 Hara: 27.12.2023 Hara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 2500 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




