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Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A
Tel: +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Page10f 6/ Crp.1u36

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

N6ykaun®, TabaeTkil, NORPBITHIE IUIEHOYHOH 060404 Koii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300647

Batch Quantity / O6bem naptau : 776.0 KG

040001818923

Analytical Report No / AnaauTndecknii oruer No ;

Date of Analysis / lata anaauza: 30.04.2023

Date of Manufacture / Jlata npomspoacrsa : Mar-2023

Date of Expiry / Cpok rogaocru : Feb-2028

Analysis performed according ND / Ananus nposenen no H: ITN011252/01-300522

Ne | Test / Iloxa3zaTean

Results/ PesyabTaTn

Specification / Hopma

1 |Description/ Onucanue

6esioro 1Bera.

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /TabneTku
KarcyjioBHAHOH (GOPMBL, NOKPLITHIE
NJICHOYHOH 06O0JIOUKON OpaH)eBOro
UBETA, C PUCKOW Ha OQHON CTOpOHE;
Ha TIONEpEYHOM paspe3e — PO

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetkn  kancynoBuaHOl bopmbl,
NOKPBITBIE TUIEHOYHOMH o6o0uKoi
OpaH)XEBOro LBETa, C PHUCKOM Ha OnHOI
CTOpOHE; Ha IONEPEYHOM pa3pese — AApo
6eJ10ro MK Mo4TH 6eJ0ro LBETA.

Remarks: The Product conforms to ND/
Ilpumeyanmne: [Tpoaykr COOTBETCTBYET TpeboBanusam HJI

Opinion: APPROVED
3akaouenune: OJJOGPEHO

Prepared by

ITogrorosneuo:
Pardeep Kumar QL,,

Checked by /
IIpoeepeno: Himesh Kumar

Approved by: Manager/Executive
/Opobpeno:Mene ke p/PyKkoBOAUT
esnb : Manoj Kumar

‘)19’_555_':.#

Reprint Date:30.04.2023
Hara:

Reprint Date: 30.04.2023
Hara:

Reprint Date: 30.04.2023
Hara:
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Dr.Reddy’s “:‘

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

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 2 of 6/ Ctp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkann®, TabieTku, NOKPbITHIE IIEHOYHOI 060.104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300647

Batch Quantity / O6bem naprum : 776.0 KG

040001818923

Analytical Report No / Anaaurnyeckuii oruer No :

Date of Analysis / laTa anaanza: 30.04.2023

Date of Manufacture / [lata npomssoacrsa : Mar-2023

Date of Expiry / Cpok roanoctn : Feb-2028

Analysis performed according ND / Ananus nposeaen mo HIL: ITN011252/01-300522

2 Identification /
IMognuaHOCTD

Complies as prescribed/
CootserctByer

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) /

BpemeHa ynepxuBaHua OCHOBHBIX MUKOB
Ha Xpomarorpamme UCIIBITYEMOTO
pacTBopa  JOJDKHBl  COOTBETCTBOBATH
BpEMEHAM  YAEpXHBAaHUS ITMKOB  Ha
XpomaTorpaMme pacTBOpa CTaHAapPTHBIX
obpasuos ubynpodena u napaieramona

(paznen «Konuvecrsennoe
OIpeaeNIEHUE)
3 |Average tablets weight 966.3 mg/966.3 Mmr 940.9 mg to 999.1 mg
Cpennsist Macca (970.0 mg +3%) /
TabeTok Ot 940,9 Mr o 999.1 Mr
(970,0 Mr £ 3 %)
Remarks: The Product conforms to ND/ Opinion: APPROVED

Hpumeyanue: [poayKT cOOTBETCTRYET TpedoBaHusM HJJ

3akawouenue: OJJOGPEHO

Prepared by

IToarorosneHo:
Pardeep Kumar f\], —_—

Checked by /
[Mpoeepeno: Himesh Kumar

—,

Approved by: Manager/Executive
/Opobpeno:Menenkep/PykoBoauT
e)ib : Manoj Kumar A drod

Reprint Date:30.04.2023

JHara: Jara:

Reprint Date: 30.04.2023

Reprint Date: 30.04.2023
Jlara:

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

Dr. Reddy's Laboratories (td.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHDPHKAT AHAJIM3A

Page3 of 6/ Crp.3u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOykauu®, Tabierku, NOKPLITHIE I11eHOYHOIT 000.J104K0ii, 400 mr + 325 mr

Batch No / Cepns Ne : V2300647

Batch Quantity / O6bem napruu : 776.0 KG

040001818923

Analytical Report No / AnanuTH4YeckHii oTueT No :

Date of Analysis / JaTa ananunsza: 30.04.2023

Date of Manufacture / lata nponssoacrsa : Mar-2023

Date of Expiry / Cpok roamoctn : Feb-2028

Analysis performed according ND / Ananus nposeaen mo H/L: [1N011252/01-300522

4 Disintegration /
Pacnanaemocts

Not more than 30 minutes /
He 6onee 30 mun

07 min /mu / 53 sec/mMun

5 |Dissolution /
PacrBopeHue

Not less than 70% (Q) Cp;H,s0,
97% to 104% (Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Cj3Hi50,

(mbynpoden) uepes 30 mun

Not less than 70% (Q) CsHoNO,
98 % to 104% (Paracetamol) dissolved in 30 minutes /

He wmenee 70 % (Q) CsHoNO»

(mapaueramon) yepes 30 MuH

6 |Related substances /
Poncteenuble npumecn
Method 1 / Meton 1

Method 2 / Meton 2

4-aminophenol (paracetamol impurity) /
4-amuHodeHon (mpuMech napaueramMmona)
- not more than 0.005% /

He 6onee 0,005 %

0.0002 %

0.03% Any individual impurity (of ibuprofen or
paracetamol) / Jlwbas eguHu4YHasg
NPUMECH (ubynpodena U
napaueramona) - not more than 0.3% /

He 6onee 0,3 %

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

0.03%

Remarks: The Product conforms to ND/ Opinion: APPROVED
Hpumesuanne: [Tponykr cooteercrayer TpeGoparusav HJJ 3akmouenne: ONOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
[loarororneHo: - IIpoBepeno: Himesh Kumar /Ono6peno:Menemxep/ Pykosomuy
Pardoop Kumar th_:-_ C.‘_\_l Z > | ens : Manoj Kumar el
Reprint Date:30.04.2023 Reprint Date: 30.04.2023 Reprint Date: 30.04.2023

Jara: Hara: Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2500, Fax: +91 40 4909 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIM3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

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

Page4 0f 6/ Crp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, Tab1eTku, NOKPbITLIC IJ1EH0YHOI obon04koii, 400 mr + 325 mr

Batch No / Cepus Ne : V2300647

Batch Quantity / O6bem naprum : 776.0 KG

040001818923

Analytical Report No / Anaaatnueckuii oruer No :

Date of Analysis / laTa ananu3za: 30.04.2023

Date of Manufacture / lata npoussogcrsa : Mar-2023

Date of Expiry / Cpox roagunocru : Feb-2028

Analysis performed according ND / Ananus npogeaen o HJL: [1 N011252/01-300522

7 |Water/ Bona 1.3% Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.3 more than 15.0/
OnHopogHocTh [Tokasarens npuemnemocti (AV) nomken
JIO3UPOBaHUS 6bITh He GoJee 15,0
- Ibuprofen /uGynpoden
Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ IToxasarens npuemiemocty (AV) nomken
napaueTramo 1.3 6bITh He Gonee 15,0

Remarks: The Product conforms to ND/
IIpumeuanue: IpoaykT cooTBeTcTBYET TpebopaHusm HJI

Opinion: APPROVED
3akmouyenue: OJIOGPEHO

Prepared by Checked by / Approved by: Manager/Executive
Iloarorosneno: ci/—' ITposepeno: Himesh Kumar /Ono6peno:Menemkep/Py KOBO I
Pardeep Kumar = —| s~ enb : Manoj Kumar @&ﬂ})
Reprint Date:30.04.2023 Reprint Date: 30.04.2023 Reprint Date: 30.04.2023

Jara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories [td.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJI3A

PageSof 6/ Ctp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrauu®, radnerku, NMOKRPLITEIE JIEHOYHOH 000d09K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300647

Batch Quantity / Oobem napruun : 776.0 KG

040001818923

Analytical Report No / AHannTnueckuii oryer No : Date of Analysis / /IaTa anaansa: 30.04.2023

Date of Manufacture / lata nponseoacrsa : Mar-2023 |Date of Expiry / Cpok roguoctn : Feb-2028

Analysis performed according ND / Ananus nposeaen no HI: TTN011252/01-300522

9 |Microbial limits /
Miukpobuonorunueckas
YHCTOTA

a) Total aerobic
microbial count /
O6u/1ee YHCIIO0
a’pOOHBIX
MHKPOOPraHU3MOB

b) Total combined
yeasts and mould count
/ Ob1wee yncno
JPOXOKEBBIX U
NIECHEBBIX MPUOOB

Less than10 CFU/g / Not more than 1000 CFU/g /
Mewnee 10 KOE/r He 6onee 1000 KOE/r

Not more than 100 CFU/g /
Less than 5 CFU/g / He 6onee 100 KOE/r
Menee 5 KOE/r

¢) E. coli Shall be absent in 1g / OrcyrcrBue B
Absent / OtcyTcTBYET Ir

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeyanue: [MpoayKkT cooTBeTcTBYET TpeGoBanusM HJT 3akmouenne: ONOBPEHO
Prepared by Checked by / Approved by: Manager/Executive
IToarorosneHo: > [Tposepeno: Himesh Kumar /Opobpeno:Menemkep/Pykorou
Pardeep Kumar d% Q.J—/—Q‘ enb : Manoj Kumar w
Reprint Date:30.04.2023 Reprint Date: 30.04.2023 Reprint Date: 30.04.2023
Hara: Jara: Hara:
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Dr.Reddy’s “:‘

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Te!l : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A

Page 6 of 6 / Crp. 6 n3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyrkanu®, TabieTku, NOKpPLITLIE MIEHOYHOH 060104K0ii, 400 Mr + 325 mr
Batch No / Cepust Ne : V2300647 Batch Quantity / O6bem naprum : 776.0 KG
Analytical Report No / Anannrudeckmii oruer Ne : Date of Analysis / JlaTa ananu3za: 30.04.2023
040001818923
Date of Manufacture / Jlata nponssoncrea : Mar-2023 |Date of Expiry / Cpor rojanocth : Feb-2028
Analysis performed according ND / Ananus nposenen no HJI: IT N011252/01-300522
10 |Assay/ 360.0 to 4400 mg of CpiHi0,
Konnuecrsennoe 393.4mg/393.4 mr (Ibuprofen) per tablet /
onpejiencHue Or 360,0 mr no 440,0 mr C;H;s0,
(mbynpocen) B TabneTke
2925 to 3575 mg of CgHyNO,
325.12 mg/ 325.12 mr (Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mMr CgHoNO,
(napaueramon) B TabneTke
11 | Package / Ynakoska 10 tablets in PVC/AI 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. / Tlo 10 |in a carton. / [To 10 Ta6netok B IIBX/Al
Tabnerok B [IBX/Al 6nncrep. [lo 1 |6auctep. Tlo 1, 2 unu 20 6aucTepoB B
OnucTepy B MNayky KapTOHHYIO |madky KapTOHHYIO BMeECTE c
BMECTE C HHCTPYKLHUEH HHCTPYKLHEH MO MPUMEHEHHIO.
N0 NPUMEHEHUIO.
12 | Labeling / MapkupoBka| According to ND. / B cOOTBETCTBHH © HJT.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHenue ITpu TeMnepatype He Bolie 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
rOJHOCTH

Remarks: The Product conforms to ND/
IIpumewanne: [poaykr coorsercTyeT Tpe6opanusam HJI

Opinion: APPROVED
3akmawuenue: OJIOGPEHO

Prepared by
[ToarorosneHo:
Pardeep Kumar

g

Checked by /
IIpoBepeHo: Himesh Kumar

=) ——

Approved by: Manager/Executive
/OnobpeHo: MeHenmeprymBOde

enb . Manoj Kumar s

Reprint Date:30.04.2023
Jara:
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Hara:
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Hara:
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