Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

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

Vill. Khel, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CEPTUPUKAT AHAJIM3A

Page2 of S/ Ctp. 2 13 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykauu®, TablieTKH, NOKPbIThIe NUIeHO4HOi 000.104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300472

Batch Quantity / O6bem naptuu : 727.5 KG

040001797337

Analytical Report No / AHanuTnyecknii oryer Ne :

Date of Analysis / laTa ananu3za: 29.03.2023

Date of Manufacture / Jlata npoussoacrsa : Mar-2023

Date of Expiry / Cpok rognoctu : Feb-2028

Analysis performed according ND / Anasnu3 nposenen mo HJI: I1N011252/01-300522

2 Identification /
ITopnnuHOCTD

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) /
BpemeHa ynep>kuBaHHs OCHOBHBIX ITHKOB
Ha  XpoMaTorpamme HCIIBITYEMOTO
pacTBOpa  JOJDKHBI  COOTBETCTBOBATh
BpEMEHaM  YJEpXXUBaHWs IIHKOB Ha
XpOMarorpaMme pacTBOpa CTAaHAAPTHBIX
obpasijoB ubynpodeHa U mnapaueraMmosa
(pasnen «KonuyecTBeHHOE
OIpeJieICHUE»)

3 |Average tablets weight
Cpennsis macca
TabNeToK

976.1 mg/976.1 Mmr

940.9 mg to 999.1 mg
(970.0 mg = 3%) /

Or  940,9 MI  JIO 9991 MI
(970,0 Mr = 3 %)

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [Tponykr cootsercTyet TpeGosanusim HJJ 3axmouenue: OJOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarotosneHo: Ankaj [TposepeHo: Naresh Kumar /Ono6peno:Menepxep/PykoBoauT
Verma ) ens : Abhishek {hauh

C— -
Reprint Date: 29.03.2023 Reprint Date: 29.03.2023 Reprint Date: 29.03.2023
JlaTa: Hara: 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
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-&
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CEPTUOPHUKAT AHAJIM3A

Page3 of S/ Crp. 3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MG6ykauH®, TabNeTKH, NOKPbIThIE NJIEHOYHOI 060.104K0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300472

Batch Quantity / O6bem naptuu : 727.5 KG

040001797337

Analytical Report No / AnanuTuyeckuii oryer Ne :

Date of Analysis / lata anaausa: 29.03.2023

Date of Manufacture / laTa npou3Boacrsa : Mar-2023

Date of Expiry / Cpok ronnocrtu : Feb-2028

Analysis performed according ND / Ananus nposeaes mo HJI: [1N011252/01-300522

4 |Disintegration /
PacnagaemocTb

08 min /mMu / 08 MuH

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PactBopenue

97 % to 100 %

99 % to 102 %

Not less than 70% (Q) Ci3HisO;
(Tbuprofen) dissolved in 30 minutes /

He MCHEC 70 % (Q) C13H1302
(ubynpocden) uepes 30 MUH

Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He wMmenmee 70 % (Q) CsHoNO;
(napaueramon) yepes 30 MUH

6 |Related substances /
PoacTBeHHbIE TPUMECH
Method 1/ Meton 1

Method 2 / Meton 2

0.0002 %

BDL (Disregard area 7071)

0.0002%

4-aminophenol (paracetamol impurity) /
4-amuHOGeHON (MpUMech MapaueTamosa)
- not more than 0.005% /

He 6osee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliobas  enuHHYHAasA
npUMech (ubynpodeHa HITH
napaiietaMmona) - 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% / ge 6onee 0,7 %

Remarks: The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusm HJL

Opinion: APPROVED
3akmogenue: OJJOBPEHO

Prepared
bylloarotosneHo: Ankaj

Verma ﬁ/

Checked by /
[Tporepeno: Naresh Kumar

e

—

Approved by: Manager/Executive
/Ono6peHo:Menemxep/PykoBoaur
enb : Abhishek Chauhan

A

Reprint Date: 29.03.2023
Hara:

Reprint Date: 29.03.2023
Hara:

Reprint Date: 29.03.2023
JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CEPTUDPUKAT AHAJIU3A

Page4 of 5/ Crp. 4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6oyxana®, TabieTku, NOKPbIThIE IIeHOYHOH 060/104K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300472

Batch Quantity / O6bem nmaptuu : 727.5 KG

040001797337

Analytical Report No / Ananurniyeckuii otyeTt Ne :

Date of Analysis / [laTa ananu3a: 29.03.2023

Date of Manufacture / lata npousBoactsa : Mar-2023

Date of Expiry / Cpok roaocty : Feb-2028

Analysis performed according ND / Ananns nposeaen no HA: [T N011252/01-300522

a) Total aerobic
microbial count /
Ob61ee uucio
a3pobHBIX
MHKPOOPraHU3MOB

b) Total combined
yeasts and mould count
/ Ob1iee uucio
JPONOKEBBIX U
MJIECHEBEIX rpuboB

¢) E. coli

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

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

Absent / OTcyTCTBYET

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/
OnHOPOAHOCTh [Mokazatens npuemneMoctd (AV) nomxeH
JIO3UPOBaHUS ObITH He Hogee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.5 more than 15.0/
- Paracetamol/ ITokazaTens npuemaeMocTy (AV) Jo/keH
napaneTamoll ObITH He 6oJiee 15,0
9 |Microbial limits /
MukpoGuonoruueckas
YuUCTOTA

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 / OtcyrcTBHE B
Ir

Remarks: The Product conforms to ND/
IIpumeuanmue: IIpoaykt cooTBeTcTBYET TpeboBaHusaM HJ|

Opinion: APPROVED
3akarouenune: OJJOBPEHO

Prepared
bylloarorosneno: Ankaj

Verma
/

Checked by /
[Tpoeepeno: Naresh Kumar

i,

—

Approved by: Manager/Executive
/Onobpeno:Menemxep/PykoBoaur
b @ Abhishe Chauha?

Reprint Date: 29.03.2023
Jara:

Reprint Date: 29.03.2023
Jara:

Reprint Date: 29.03.2023
Hara:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
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CEPTUPUKAT AHAJIM3A

Page 5 of 5/ Crp.5 n3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, Ta6aeTKH, NOKPHITHIE MJIeH0YHOoi 0060104K0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2300472 Batch Quantity / O6bem naptun : 727.5 KG
Analytical Report No / Ananurndecknii oTyer Ne : Date of Analysis / JlaTa anaau3za: 29.03.2023
040001797337

Date of Manufacture / laTta npoussoactsa : Mar-2023 |Date of Expiry / Cpok roanocru : Feb-2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: TIN011252/01-300522

10 |Assay/
KonuuecTBeHHOE
orpenesieHne

360.0 to 440.0 mg of Ci;3HisOs
399.0 mg/399.0 Mmr (Ibuprofen) per tablet /

Ot 360,0 mMr no 440,0 mr C;3H;sO:
(ubynpocden) B Tabnerke

2925 to 357.5 mg of CsHoNO,
331.07 mg/ 331.07 mr (Paracetamol) per tablet /

Or 292,5 mr mo 357,5 mr CsHoNO,
(napaneramon) B TabneTke

11 | Package / Ynakoska

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. / Ilo 10 Tabnerox B [IBX/Al
tabnerok B [IBX/Al 6auctep. [To 1 |6nuctep. o 1, 2 unu 20 6nucrepos B
OaucTepy B TMaykKy KapTOHHYIO |[auKy KapTOHHYIO BMECTE c
BMECTE C HHCTPYKLMEH WHCTPYKLUHEH 110 NPUMEHEHHIO.

110 IPUMEHEHHIO.

12 | Labeling / MapkupoBka

According to ND. / B cootBercteuu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu TemnepaType He Boile 25 °C.
14 | Shelf life / Cpox 5 years / 5 ner

TOAHOCTH
Remarks: The Product conforms to ND/ Opinion: APPROVED
IIpumeuanue: [IpoaykT cootBeTcTBYeT TpeboBaHUaM HJT 3axmoyenne: ONOBPEHO
Prepared Checked by / Approved by: Manager/Executive
bylloarorosneno: Ankaj [TpoBepeHo: Naresh Kumar /Ono6peHo:Menenxep/PykoBoauT
Verma ﬂ @ enb : Abhishek GChauhan
Reprint Date: 29.03.2023 Reprint Date: 29.03.2023 Reprint Date: 29.03.2023
Hara: Hara: Hara:
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CERTIFICATE OF ANALYSIS
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Formulation Unit-6
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CEPTUPHUKAT AHAJIU3A

Page1of 5/Ctp.1 u35

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

U6ykanu®, TabaeTkH, NOKPLITHIE MIEH04HOH 060.104K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2300472 Batch Qu

antity / O6bem nmaptuu : 727.5 KG

Analytical Report No / AHaauTu4eckuii oTuer Ne : Date of A
040001797337

nalysis / laTa ananusa: 29.03.2023

Date of Manufacture / Jlara nponsgoscrsa : Mar-2023 |Date of Expiry / Cpok roanoctu : Feb-2028

Analysis performed according ND / Ananus nposeaes no HJL: T1N011252/01-300522

cross section — white core. /Tabnerkn
KATICYJIOBUJHOW (DOpMBI, NOKPBITHIE
IUIEHOYHOH 060JI04KOH OPaHXKEBOTO
1{BeTa, C PUCKOIl Ha OJHON CTOPOHE;
Ha [ONEepeyHoM paspese — sapo
OeJoro 1BeTa.

No  |Test / Iloxazareb Results/ Pe3yJIbTaThI Specification / Hopma
1 |Description/ Onncanue |Capsule-like orange-coloured film-|Capsule-like orange-coloured film-coated
coated one-side scored tablets; on|one-side scored tablets;

on cross section- white or off-white core. /
TabneTkn  KarncyJlOBUIHOH (hopmbl,
MOKPBIThIE NUJIEHOYHOH o0os104Koi
OpaHXEeBOro L(BETa, C PUCKOH HA OIHOM
CTOpPOHE; Ha TTONEPEHHOM pa3pese — sapo
6enoro Wiy Mo4yTH 6enoro LBeTa.

Remarks: The Product conforms to ND/
Ipumeyanue: [IpoAyKT cooTBETCTBYET Tpedosanuam HJL

Opinion: APPROVED
3akmouenne: OJJOBPEHO

Prepared Checked by /
bylloarotorneHo: Ankaj ITposepeno: Naresh Kumar

Verma A Q/

Approved by: Manager/Executive
/Omo6peHo:Menepxep/PykoBoaut
ek : Abhishgk Chauhan

7

!
e
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