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CERTIFICATE OF ANALYSIS /\/w.crredays.com
CEPTUOUKAT AHAJIM3A

Page 1 of 6/ Ctp. 113 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOykauu®, Tab/IeTKH, NOKPLIThIE MIEHOYHOH 060104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301817

Batch Quantity / O6bem mapTum : 761.8 Kg

040002121514

Analytical Report No / AHanuTH4YecKui oTueT Ne :

Date of Analysis / laTa anannza: 23.09.2023

Date of Manufacture / lata npou3ssogcrsa : 08/2023

Date of Expiry / Cpok rognocrs : 07/2028

Analysis performed according ND / Anann3s nposesen mo HJI: TIN011252/01-160123

Ne Test / Iloka3zaTeanb

Results/ Pe3yabTaTh!

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KaTCYJIOBUIHOW (OPMBI, MOKPBITHIE
MJICHOYHOH 0007104KOH OpaHKEBOI'O
[[BeTa, C PUCKOM Ha ONHOH CTOpPOHE;
Ha TIOMEPEeYHOM paspe3e — sAApo
OeJioro 1BeTA.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancynoBHAHOM  (POpMBI,  TOKpBITEIE
IUIEHOUHOH  000JIOUKOH  OpaHXKEeBOTo
L[BETA, C PUCKOHW Ha OJHOM CTOpPOHE; Ha
MOTIEPEYHOM pa3pese — SApo 6enoro uiu
mouTH 6eJ10ro LBeTa.

2 |Identification/
IopnuuHOCTH

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>XHBaHKUS OCHOBHBIX IHKOB
Ha Xpomarorpamme HCIIBITYEMOTO
pacTBopa  JO/DKHBI ~ COOTBETCTBOBAThb
BpEMeHaM  YJep>KUBaHMA MHKOB Ha
XpoMmarorpaMMe pacTBOpa CTaHAApTHBIX
obpasuor ubynpodeHa u mapaneTaMmona
(paznen «KonnyecrsenHoe
OllpeieNIeHUE)

3 |Average tablets weight
CpenHssa Macca
Tabnerok

974.8 mg/ 974.8 mr

From 9409 mg to 999.1
(970.0 mg £ 3.0 %) /
Or 940,9 Mr

(970,0 mr + 3,0 %)

mg

o 999.1 MI

Remarks : The Product conforms to ND/
ITpumeuanue: I[poaykt cooTBeTcTBYeT TpeboBanusaM HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /  (¢V™
IMonrorosneHo: -

Santosh Kumar Maurya

Checked by /
[TpoepeHo: Pardeep Kumar

Approved by: Manager/Executive/
Opo6peHo: Menemxep / PykoBoantens
Manoj Kumar

Reprint Date:.
Jlata: 11.12.2023

Reprint Date:
Hara: 11.12.2023

Reprint Date:
Jata: 11.12.2023

Registered Office: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tol: +91 40 4900 2800, Fax: +91 50 4200 2999, Email: mail@direddys.com

CIN: LR5195AP1934PLCO04E0T
wwi.drreddys.com
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Dr. Reddy's Laboratories Ltd.

Formulation 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 AHAJIM3A

Page2 of 6/ CTp. 2 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkaun®, TabjieTKH, IOKPBITHIE IJIEHOYHOI 060/1049K0#, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2301817

Batch Quantity / O6bem naptunm : 761.8 Kg

040002121514

Analytical Report No / AvaauTudecknii oruer Ne :

Date of Analysis / JlaTa anannza: 23.09.2023

Date of Manufacture / Jlata npousBoacrsa : 08/2023

Date of Expiry / Cpok roguoctu : 07/2028

Analysis performed according ND / Ananns nposegen no H/: I1 N011252/01-160123

104 % to 108 %

4 |Disintegration / 06 min 37 sec/ 06 mun 37 cek | Not more than 30 min /
Pacnanaemocts He 6onee 30 MuH

5 |Dissolution / 97 % To 99 % Not less than 70% (Q) of CisHis0;
PacTBOpeHue (Tbuprofen) after 30 min /

He wmewee 70 % (Q) Ci3HisOq
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) of CsHgNO,
(Paracetamol) after 30 min /
He wMenee 70 % (Q) CsHoNO;
(napaueramon) uepes 30 MUH

Remarks : The Product conforms to ND/
Hpumeuanue: [Ipoaykr cooTBeTcTBYET TpeboBaHUsM HJI

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneHo:

mﬁ Checked by /
[TpoBepeno: Pardeep Kumar

Santosh Kumar Maurya E

—

Approved by: Manager/Executive/
Onobpeno: Menemkep / PykoBoauresb

Manoj Kumar 2

Reprint Date:.
Jara: 11.12.2023

Reprint Date:
Jata: 11.12.2023

Reprint Date:
Jara: 11.12.2023

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

CIN: L85195AP1984PLCO04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS vww.direddys.com
CEPTHOUKAT AHAJIM3A

Page3 of 6/ Ctp. 3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykana®, TabaeTKH, MOKPbIThIE IIEHOYHOIH 000104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301817

Batch Quantity / O6bem maptun : 761.8 Kg

040002121514

Analytical Report No / AHanuTH4ecknii oTyet Ne :

Date of Analysis / JlaTa ananuza: 23.09.2023

Date of Manufacture / Jlata npoussoacrsa : 08/2023

Date of Expiry / Cpok rognoctu : 07/2028

Analysis performed according ND / Anann3 nposeges mo H/: I1 N011252/01-160123

6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

PoncreeHHbIe IpUMecH - not more than 0.005 % /

Method 1/ Metop 1 4-amuHOGEHOI (IpUMeECh Iapaneramorna)
- He 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eIUHUYIHAS IpUMECh
(ubynpodeHa unu mnapaleramosa) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Boga 1.8% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeyanue: Ilponykt cooTBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by /

IToarorosneHo: %

Santosh Kumar Maurya

Checked by /
[Tposepeno: Pardeep Kumar

<L

—

Approved by: Manager/Executive/
OpnobpeHo: Menemxep / PykoBoauTens
Manoj Kumar

A

Reprint Nater
Jara: 11.12.2023

Reprint Nate:
Jara: 11.12.2023

Reprint Date:
Hata: 11.12.2023

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

Tel- +91 40 4900 2500, Fax:

www drreddys.cocm

=91 40 4900 2999, Email: mail@drreddys.com
CIN: LER195AP1924PLCCDA507




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

CEPTHOHKAT AHAJIN3A

Page4 of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyknuu®, TabneTKu, NOKPbITHIE MJIeHoYHOH 000/104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301817

Batch Quantity / O6bem mapTun : 761.8 Kg

040002121514

Analytical Report No / AHanutuyecknii order Ne :

Date of Analysis / [lata ananm3za: 23.09.2023

Date of Manufacture / Jlata npousBoactsa : 08/2023

Date of Expiry / Cpok rogaocts : 07/2028

Analysis performed according ND / Ananu3 nposexen mo H/: I1N011252/01-160123

10 |Uniformity of dosage

units /

ORXHOPOAHOCTD Acceptance value (AV) should be not

J03UpPOBaHUSs 3.9 more than 15.0 /

- Ibuprofen /ubynpoden IMokasareis npueMaeMocTd (AV) nomkeH
6bITh He Oouiee 15,0

- Paracetamol/ 1.4 Acceptance value (AV) should be not

napaieTamon more than 15.0 /
IMoxazarens npuemieMoctd (AV) qomkeH
ObITh He Oonee 15,0

11 [Microbiological purity /

Mukpobuonoruueckas

yucToTa*

a) Total aerobic NA Not more than 1000 CFU/g/

microbial count / He 6onee 1000 KOE/r

O611ee yucno

a3poBbHBIX

MHKPOOPTaHU3MOB

b) Total combined Not more than 100 CFU/g/

yeasts and mould count NA He 6onee 100 KOE/r

/ Obuiee uucno

JPOXOKEBBIX H

MJIECHEBBIX IPHOOB

¢) E. coli NA Shall be absent in lg / OrcyrctBHe B

1r

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT coorBercTByeT Tpebosanusam HJI

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by / @L Checked by / Approved by: Manager/Executive/
IToarotosneHo: ITpoBepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurens
Santosh Kumar Maurya iﬂ Manoj Kumar "

Reprint Date:. Reprint Date: Reprint Date:

Harta: 11.12.2023 Hara: 11.12.2023 Hara: 11.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 401 40 4900 29C0, Fax: +91 10 4900 2999, Email: raail@drreddys.com

CIN: L85195AP1984PLCOVA507
www.drreddys.com




Dr.Reddy’s ‘

Dr, Reddy's Labaratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H P, 173 205, INDIA
Tol: +91 58166 56001-02

CERTIFICATE OF ANALYSIS wdireddys.com
CEPTUDUKAT AHAJIU3A

Page Sof 6/ Ctp. 5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxmn®, TabaeTKH, MOKPBIThIE MIEHOYHOIH 0060m04K0ii, 400 Mr + 325 Mr
Batch No / Cepusi Ne : V2301817 Batch Quantity / O6bem mapTun : 761.8 Kg
Analytical Report No / AHanuTH4yecknii oTyer Ne : Date of Analysis / lata ananusa: 23.09.2023
040002121514
Date of Manufacture / Jlata npoussogctsa : 08/2023 | Date of Expiry / Cpox roanocru : 07/2028
Analysis performed according ND / Ananu3s nposeaen mo HJI: I1N011252/01-160123
12 |Assay/ 385.2mg/ 3852 mr From 360.0 to 440.0 mg of Ci3Hi30:
KonnuectseHHoe (Tbuprofen) per tablet /
onpefeNeHue Ot 360,0 mMr mo 440,0 mr C;3His0:
(ubynpoden) B TabneTke
331.02 mg/331.02 mMr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CgHoNO,
(mapaueraMon) B TabneTke
13 | Package / Yakoska 10 tablets in PVC/Al 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. / Ilo 10 |in a carton. / [To 10 Tabnerox B IIBX/Al
tabnerok B [IBX/Al 6auctep. [To 1 |6nucrep. [To 1, 2 unu 20 GnuctepoB B
OnmycTepy B [AuKy KApTOHHYIO |MAdKy KapTOHHYO BMeECTe c
BMECTE C  HMHCTPYKIMeH 1o |MHCTpPYKUHMEH M0 IPUMEHEHHIO.
HPUMEHEHMUIO.
14 | Labeling / Mapkuposka| According to ND. / B cootBerctsuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C./
XpaHeHue ITpu Temnepatype He Bbiwe 25 °C.
16 | Shelflife / Cpok 5 years / 5 neT
ONHOCTH

* 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. / [IpoBoanTCs IPOU3BOAUTENEM MPH
BBINYCKE MEPUOJMYECKH: Ui KakAo# 20-0i cepun wid He MeHee 1 pasa B rof. Ilokazarens MOXeT ObITh
He BKIIIOYEH B cepTU(HKAT aHam3a GHpMbL

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHusaM HJL

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by /
IToarorosiaeHo:
Santosh Kumar Maurya

il

Checked by /
[TpoBepeno: Pardeep Kumar

Approved by: Manager/Executive/
Ono6peno: Menemkep / PykoBoauress
Manoj Kumar %

Reprint Dale:.
Jata: 11.12.2023

Reprin( Dale: '
Jara: 11.12.2023

Reprint Date:
Jara: 11.12.2023

Registered Office: 8-2-337, Road No, 3, Banjara Hills. Hyderabad - 500034, Telangana, fndia
rol: +91 40 4300 2900, Fax: +91 40 4900 2929, Email: mail@drraddys.com

CIN: .35195AP1984PLCO0A507
wwvw.drieddys.com




@
Dr.Reddy’s €s®

Dr. Reddy's Laboratories Ltd

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel 1 +91 93166 56001-02

CERTIFICATE OF ANALYSIS www.drredays.com

CEPTUOHUKAT AHAJIN3IA

Page 6 of 6/ Ctp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, Tab1eTKH, NOKPBIThIE MJIeHOYHOH 000104Koi, 400 mr + 325 mr

Batch No / Cepus Ne: V2301817

Batch Quantity / O0bem naptum : 761.8 Kg

040002121514

Analytical Report No / Ananutnyeckuii oTuer Ne :

Date of Analysis / laTa ananu3za: 23.09.2023

Date of Manufacture / lata npousBoactsa : 08/2023

Date of Expiry / Cpok rogunoctu : 07/2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: I1 N011252/01-160123

API name (INN) /

Homep cepun cy6cTaHIIuH
npousBoanteas I'JId:

Hanmenosanme ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [lapauetamon
API manufacturer batch number /

Homep cepun npousBoguTtens PIBM230173 4057/23-24

ADC:

FP Manufacturer API Batch

bRy FEQA00296 FEQA00242

Ipouzsogurens ADC, crpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa 3xTuB
®apma Caiiencus Jlumuren,
Wunus

Sri Krishna Pharmaceuticals Ltd.,
India / lpn KpumiHa
®Oapmacerotuxanc JIta., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanue: Ilpoaykr coorBercTByeT TpeboBaHusM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /  { (I}V
ITogrorosne”o: -~

Santosh Kumar Maurya

Checked by /
[Tposepeno: Pardeep Kumar

Manoj Kumar

Approved by: Manager/Executive/
Ono6peno: Menemxep / Pyxoa?{nrrenb

Reprint Date:.
Jara: 11.12.2023

Reprint Date:
Hara: 11.12.2023

ot

Reprint Date:
Hata: 11.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500032, Telangana, india
Tol: 491 10 4900 2900, Fax: +91 40 4900 29399, Email. mail@drreddys.com

CIN: L8S195AP1984PLCNCA507
www. drreddys.ccm




