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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabJeTKH, NOKPLITHIE MJIEHOYHOH 000104K0i, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2301821

Batch Quantity / O6bem naprtun : 760.1 Kg

040002122725

Analytical Report No / AHasnnTHYeckuii oryeT Ne :

Date of Analysis / laTa ananauza: 25.09.2023

Date of Manufacture / Jlata npousBoacrsa : 08/2023

Date of Expiry / Cpok rogaoctn : 07/2028

Analysis performed according ND / Anaau3 npoBeaen mo HJI: ITN011252/01-160123

Ne  |Test / ITokasarenn

Results/ PesyibTaThl

Specification / Hopma

1 [Description/ Omucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KarCyJIOBUJHOH (OPMBI, MOKPHITHIE
TUJIEHOYHOH 000JIOYKOH OpaHKEeBOro
1BETa, C PUCKON Ha OAHOH CTOPOHE;
Ha TONepeYyHOM paspese — sapo
6enoro BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerxu
KalCyIOBUIHOH  (GOpMBI,  MOKPHITHIE
IUIEHOYHOH  obonoukoli  OpaHXeBOro
L[BE€Ta, C PHCKOI Ha OJHOH CTOpOHE; Ha
HOMEPEHHOM pa3pese — spo 6eaoro uim
noyTH 6eIoro LBeTa.

2 |Identification /
IlonnuHHOCTH

Complies as prescribed/
CoO0TBETCTBYET

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 yznepKuUBaHUA OCHOBHBIX NHKOB
Ha XpoMaTorpamme ACIIBITYEMOro
pacTBopa  JOJDKHBI  COOTBETCTBOBATH
BpEMEHaM  yIEp)KUBaHUs IIMKOB  Ha
XpOMaTorpaMMe pacTBOpa CTaHJAPTHBIX
obpasuor ubynpodeHa W mapaueramosna
(pazzen «KonuyecrBenHoe
OIpelICNEeHHE)

3 |Average tablets weight
Cpennss macca
TabaeTox

973.4 mg/ 973.4 mMr

From 9409 mg 999.1
(970.0 mg £ 3.0 %) /
Or 9409 wmr

(970,0 mr £ 3,0 %)

to mg

bi (o) 999,1 MT

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHusaM H]

3a

Opinion : APPROVED

kiawuenne: OJJOBPEHO

Prepared by /

IoarorosneHo:

Santosh Kumar Maurya

Checked by /
[IpoBepeno: Pardeep Kumar

Approved by: Manager/Executive/
OnobpeHo: Menepkep / PykoBonutens

(L ) Abhishek C hauhan‘\‘ . __\

Reprint Date:.
Hara: 30.12.2023

Reprint Date:
Hara: 30.12.2023

Reprint Date:
Jlata: 30.12.2023

]

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyxauH®, TabNeTKH, IOKPHITHIE NJIEHOYHOH 000/104K0ii, 400 mr + 325 mr

-

Batch No / Cepus Ne : V2301821

Batch Quantity / O6bem napruu : 760.1 Kg

Analytical Report No / Ananurnyecknii oTyer Ne :
040002122725

Date of Analysis / JlaTa ananuza: 25.09.2023

Date of Manufacture / Jlata npouspoacrna : 08/2023

Date of Expiry / Cpox roguocrn : 07/2028

Analysis performed according ND / Ananns nposegen mo H/: 11 N011252/01-160123

98 % to 100 %

4 |Disintegration / 07 min 32 sec/ 07 mun 32 cek  |Not more than 30 min /
PaCHaZ[aeMOCTL He oomnee 30 MUH

5 |Dissolution / 97 % To 101 % Not less than 70% (Q) of C;3H;302
PacTBopeHue (Ibuprofen) after 30 min /

(ubynpoden) yepes 30 MUH

(Paracetamol) after 30 min /

(napaueramoun) yepes 30 MuH

He wMmenee 70 % (Q) CisHisO;
Not less than 70% (Q) of CsHgNO;

He w™enee 70 % (Q) CsHoNO;

Remarks : The Product conforms to ND/

Opinion : APPROVED

Ipumeuanue: [Tpoaykr coorserctayet Tpeboanusm HJI | 3akmodenue: O/IOBPEHO

Prepared by / CY’\-’ Checked by /

Approved by: Manager/Executive/
[oarotosneno: — | Ilposepeno: Pardeep Kumar Ono6peHo: Menegkep / PykoBomurens

Santosh Kumar Maurya f Abhishek Chauhan \
Reprint Date:. Reprint Date: Reprint Date: = |
Jara: 30.12.2023 Jlata: 30.12.2023 JHata: 30.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangansa, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxkanu®, TabneTkH, NOKPLITHIE INIEHOYHOH 000.104K0i#i, 400 Mmr + 325 mr

Batch No / Cepus Ne : V2301821

Batch Quantity / O6bem maptTun : 760.1 Kg

040002122725

Analytical Report No / ArannTnueckuii otuyer No :

Date of Analysis / JlaTa ananu3za: 25.09.2023

Date of Manufacture / JIlaTa npouspoacTea : 08/2023

Date of Expiry / Cpok rognocts : 07/2028

Analysis performed according ND / Anaaus npoBeaen mo HJI: I1 N011252/01-160123

—

6 |Related substances /
PojicTBeHHBIE MPUMECH
Method 1/ Meroz 1

Method 2 / Merog 2

0.0001%

Below BDL (BDL= 6894) / Huxe
1I0pora perucTpanyu

4-aminophenol (paracetamol impurity)
- not more than 0.005 % /
4-aMuHOQEHOI (IpUMeCh apaueTamoria)

- He 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //

(ITP =6894) Jlobas eTMHUYHAS IPUMECH
(ubynpodena unu mnapareramMona) - He
6oiee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
Cymma npumeceii (Metog 1 + Meton 2)

0.0001% - He 6omee 0,7 %
9 |Water / Bona 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuyanue: Ilpoaykr coorBercTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3axmouenue: OJIOBPEHO

P 4
repared by / (;()-"\J
IToarorornexo:
Santosh Kumar Maurya

Checked by /
[IpoBepeno: Pardeep Kumar

o

-

Approved by: Manager/Executive/

Onobpeno: Menexep / PykoBoaurens
Abhishek Chauha;k

A

Reprint Date:.
Hara: 30.12.2023

Reprint Date:
Hara: 30.12.2023

Reprint Date:
Jara: 30.12.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykanH®, TablieTKH, NOKPbITHIE INIEHOYHOH 060104K0if, 400 mr + 325 Mr

Batch No / Cepus Ne : V2301821

Batch Quantity / O6bem maptuu : 760.1 Kg

Analytical Report No / AHanuTH4ecknii oTyeT Ne :
040002122725

Date of Analysis / laTa ananuza: 25.09.2023

Date of Manufacture / /Iata npousBoacTra : 08/2023

Date of Expiry / Cpok rognoctu : 07/2028

Analysis performed according ND / Anasuz npoegen mo HJI: TI N011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOAHOCTD Acceptance value (AV) should be not

O3UPOBAHHS 2.2 more than 15.0 /

- Ibuprofen /ubynpoden IToxkazaresp npuemyieMocTd (AV) omkeH
6wITh HE Goee 15,0

- Paracetamol/ 1.7 Acceptance value (AV) should be not

napaneTamod more than 15.0 /
[Moxazarenp mpuemsieMoctd (AV) momkeH
6bITh He 60J1ee 15,0

11 |Microbiological purity /

Mukpobuonorudeckas

qyucTOTa®

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

microbial count / He 6onee 1000 KOE/r

O6i11ee yucno

a3poOHBIX

MHKPOOPTaHU3MOB

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

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

/ Obinee yucio

JIPOMOKEBBIX H

TUIECHEBBIX TPUOOR

c) E. coli NA Shall be absent in 1g / OrcyrcrBue B

1r

Remarks : The Product conforms to ND/

Ipumeuanue: [Tponykr coorBeTcTBYET TpeboBanusm HJT

Opinion : APPROVED
3axmwouenne: OJOBPEHO

Prepared by /
ITonrorornexo:
Santosh Kumar Maurya

=

Checked by /

[poeepeHo: Pardeep Kumar

Approved by: Manager/Executive/

Reprint Date:.
Hata: 30.12.2023

Reprint Date:
Harta: 30.12.2023

OnobpeHo: Menemxep / Pykosoaurens
Abhishek Chauhank \
a

Reprint Date:
Jara: 30.12.2023

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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykauH®, TabaeTKH, IOKPbLITHIE N1eHOYHOH 000J109Kk0#, 400 Mr + 325 Mr
Batch No / Cepust Ne : V2301821 Batch Quantity / O6bem naptuu : 760.1 Kg
Analytical Report No / Ananutuuecknii oruer Ne : Date of Analysis / JlaTa anasnn3za: 25.09.2023
040002122725
Date of Manufacture / lata npoussogcta : 08/2023  |Date of Expiry / Cpok roanocrs : 07/2028
Analysis performed according ND / Auanus nposeaen mo HJI: I1 N011252/01-160123
12 |Assay/ 395.3mg/395.3 Mr From 360.0 to 440.0 mg of Ci3His0:
KonuuectBeHHOE (Tbuprofen) per tablet /
OTIpeAeIICHHE Or 360,0 mr mo 440,0 mr CisHisO;
(ubynpoden) B TabneTke
324.10 mg/ 324.10 mr From 2925 to 357.5 mg of CgHyNO:
(Paracetamol) per tablet /
Or 2925 mr go 357,5 mr CsHoNO;
(napaneramon) B TabneTKe
13 | Package / YnakoBka 10 tablets in PVC/AIl 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. / ITo 10 Ttabnetok B IIBX/Al
tabnerok B IIBX/Al 6auctep. [To 1 |6nucrep. Ilo 1, 2 unu 20 Onuctepor B
OmucTepy B MAauyky KApTOHHYIO |TadKy KapTOHHYIO BMeECTe c
BMECTE€ C  MHCTpykiued Mo |MHCTPYKUHMEH IO MPUMEHEHHIO.
NIPHMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootBetcTBuu ¢ HJI,
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temneparype He Bblle 25 °C.
16 | Shelf life / Cpoxk 5 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. / [IpoBoguTCsl TPOU3BOJUTENEM IIPH
BBIMYCKE MEPUOAHYECKH: IS Kol 20-oi cepun uau He MeHee 1 pasa B rog. [lokazarenb MOXeET OBITH
HE BKJIIOYEH B cepTUHKAT aHajin3a GUPMBI

Remarks : The Product conforms to ND/
ITIpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
3akiaouenue: OJJOBPEHO

Prepared by /
[Toarororneno:

=

Santosh Kumar Maurya

Checked by /
[TpoBepeno: Pardeep Kumar

Approved by: Manager/Executive/

Onobpeno: Menemxep / PykoBoaurens
Abhishek Chauhan&

Reprint Date:.
Hara: 30.12.2023

Reprint Date:
Jara: 30.12.2023

\

Reprint Date:
Jara: 30.12.2023

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: L85195AP1984PLCO04507
www.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
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHO®UKAT AHAJIN3A

Page 6 of 6/ C1p. 6 13 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
\A6ykauH®, Ta61eTKH, MOKPHIThIE MJIEHO4HOH 000/1049K0i, 400, Mr + 325 mr

Batch No / Cepust Ne : V2301821

Batch Quantity / O6bem maptun : 760.1 Kg

040002122725

Analytical Report No / AHaanThdeckuii oruer Ne :

Date of Analysis / lata anannsa: 25.09.2023

Date of Manufacture / laTta npoussoacrsa : 08/2023

Date of Expiry / Cpok rogsocth : 07/2028

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

API name (INN) /

Haumenosanne AGC (MHH): Tbuprofen / Ubynpoden Paracetamol / [Tapanetamon
API manufacturer batch number /

Homep cepun nNpon3BOAHTES PIBM230173 4057/23-24, 4058/23-24
ADC:

FP Manufacturer API Batch

Rumberd FEQA00297 FEQA00242, FEQA00243

Homep cepuu cyGcTaHunu
npoussoauTtesi I'JID:

API Manufactured by & country /
IIpouspogurenn ADC, crpaHa:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumures,
HUHnus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuuina
dapmacetotukanc JIta., Maaus

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBercTByeT TpebobanusM HJI

Opinion : APPROVED
3axkiouerdue: OJIOBPEHO

Hara: 30.12.2023

Hara: 30.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IlogrotoBieHo: —— [TpoeepeHo: Pardeep Kumar Onobpeno: Menemkep / PykoBoaurens
Santosh Kumar Maurya t Abhishek Chauh \

Reprint Date:. Reprint Date: Reprint Date: X

Hara: 30.12.2023

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




