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Distt. Solan, H.P., 173 205, INDiA

Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS . drreddys.com
CEPTH®UKAT AHAJIN3A

Page10f6/Crtp. 1136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxkauH®, TabjeTKH, NOKPbITHIE INIEHOYHOH 060.1049K0if, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301984

Batch Quantity / Oobem napruu : 716.2 Kg

040002197627

Analytical Report No / AHannTu4yeckuii oryer No :

Date of Analysis / laTa ananauza: 13.10.2023

Date of Manufacture / Jlara npousBoactea : 09/2023

Date of Expiry / Cpox rognoctH : 08/2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: TIN011252/01-160123

Ne | Test / ITokazaTenn

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KancynoBUJHOH (OPMEI, TOKPBITHIE
MJIEHOUHOH 06O0NOUKOH OpaHKeBOro
[[BETa, C PUCKOH Ha OJHOW CTOPOHE;
Ha IIONEPEYHOM pa3pe3e — SApo
6esoro nBeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerkn
KamncynoBuaHOMH  (OpPMBI,  IOKPBIThIE
IJIeHOYHOH  O0ONOYKOH  OpaHXEBOro
I[BETa, C PUCKOH Ha OJHOH CTOpOHE; Ha
MONEPEYHOM pazpese — sfpo Genoro uim
o4ty 6eJ10ro BETA.

2 |Identification /
IMopnuuHOCTE

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) /
BpeMmena ynepxuBaHHS OCHOBHBIX IHKOB
Ha XpomarorpaMme HCTIBITYEMOTO
pacTBOpa  JIOJDKHBI ~ COOTBETCTBOBAaThH
BpeMeHaM  yAepXHBaHWs IIMKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHAapTHBIX
obpasiiop ubynpodeHa u napaueramona
(paznmen «KonuuyecteHHOE
onpeJeNeHUEN)

3 [Average tablets weight
CpenHss Macca
TabJeTOK

970.4 mg / 970.4 Mr

From 9409 mg to 999.1
(970.0 mg £+ 3.0 %) /
Or 9409 wr

(970,0 mr £ 3,0 %)

mg

J0 999,1 MT

Remarks : The Product conforms to ND/
IIpumeuanue: [Tpoaykt cooTrercTByeT TpeboBaHusaMm HJ

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by /

[ToarotrosneHo: g

Santosh Kumar Maurya

Checked by /
[TporepeHo: Pardeep Kumar

=1

Approved by: Manager/Executive/

Ono6peHo: Meneaxep / Pykosoaurens
Abhishek Chauhan’L\

Reprint Date:
Jarta: 30.12.2023

Reprint Date:
Jara: 30.12.2023

Reprint Date: \
Hata: 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: L85195AP1984PLC0O04507
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 v drreddys.com
CEPTH®UKAT AHAJIV3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkann®, Ta6ieTKH, HOKPBIThIE MIEHOYHOH 000/104K0H, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2301984

Batch Quantity / Oobem naprtuu : 716.2 Kg

040002197627

Analytical Report No / AHaanTHYecknii oTgeT Ne :

Date of Analysis / JlaTa anaamza: 13.10.2023

Date of Manufacture / laTta npouszBoactna : 09/2023

Date of Expiry / Cpok rogdoctu : 08/2028

Analysis performed according ND / Auanus nposeaen no HJI: T1 N011252/01-160123

4 |Disintegration /

PacnagaemocTh

06 min 40 sec/ 06 muH 40 cex

Not more than 30 min /
He 6osee 30 Mun

5 |Dissolution /
PacTtBOpEeHHe

98 % To 101 %

98 % to 99 %

Not less than 70% (Q) of C3H;s0»
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(nbynpoden) yepes 30 MuH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He w™enee 70 % (Q)
(mapaueramon) yepe3 30 MuH

Ci3H 1302

CsHoNO;

Remarks : The Product conforms to ND/
IIpumeuanue: [Iponyxr coorBeTcTBYyeT TpeboBaHusM H]T

Opinion : APPROVED
3akymouenne: OJJOBPEHO

Prepared by /
IToaroroBieHo:
Santosh Kumar Maurya

e,

e

Checked by /
ITpoBepeno: Pardeep Kumar

<

Approved by: Manager/Executive/

Opobpeno: Meunemdkep / PykoBoaureb
Abhishek Chauhan

Reprint Date:
Hara: 30.12,2023

Reprint Date:
Hara: 30.12.2023

Reprint Date:
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: LB5195AP1984PLC0O04507
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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 . drreddys.com
CEPTHOUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, Tab/IeTKH, TOKPbIThIe NUIEeHOYHOH 060104K0H, 400 mr + 325 mr

Batch No / Cepus Ne : V2301984

Batch Quantity / O6bem naptuu : 716.2 Kg

040002197627

Analytical Report No / AHaIMTHYeCKHH oT4yeT Ne :

Date of Analysis / J{ata ananmuza: 13.10.2023

Date of Manufacture / lata npousBojctsa : 09/2023

Date of Expiry / Cpok roanoctu : 08/2028

Analysis performed according ND / Anaiu3 nposeaen no HJI: [1N011252/01-160123

6 |Related substances /
PoncreeHHbie IpUMECH
Method 1/ Merog 1

Method 2 / Meron 2

0.001%

BDL (Disregard Area 6978)

4-aminophenol (paracetamol
- not more than 0.005 % /
4-aMuHOGbEHOI (TTPUMECh NIapaleTaMora)
- He 6onee 0,005 %

impurity)

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eTHHUYHAs IPHMEChH
(ubynpodeHa WM MapaleTamona) - He
oonee 0,3 %

Total impurities (Method 1+ Method 2)

0.001% - not more than 0.7 % /
Cymma npumeceit (Meton 1 + Meton 2)
- ge 6onee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
ITpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBanusam H/L

Opinion : APPROVED
3aknrouenue;: OJJOBPEHO

Prepared by /
OITrOTOBJIEHO:

Santosh Kumar Maurya

Checked by / |
IIposepeno: Pardeep Kumar

~—

Approved by: Manager/Executive/

Reprint Date:
Jlata: 30.12.2023

Reprint Date:
Jata: 30.12,2023

Onobpeno: Menemxep / Pykosoaurennb
Abhishek Chauhan * \
1

Reprint Date:
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: L85195AP1984PLC0O04507
www.drreddys.com




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

CERTIFICATE OF ANALYSIS . drreddys.com
CEPTH®HKAT AHAJIN3A

Page4 of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6ykanH®, TabaeTKH, HOKPLITHIE NIeH0UHO# 060104K0M, 400 mMr + 325 Mr

Batch No / Cepus Ne : V2301984

Batch Quantity / O6bem napTuu : 716.2 Kg

Analytical Report No / AHaIHTHYeCKHi# oT4eT No :
040002197627

Date of Analysis / Jlata anaausa: 13.10.2023

Date of Manufacture / Jlata nponssoacrsa : 09/2023

Date of Expiry / Cpok roguoct : 08/2028

Analysis performed according ND / Ananus nposezen no HJI: I NO1 1252/01-160123

10 |Uniformity of dosage

units /

OnHOPOIHOCTD Acceptance value (AV) should be not

JIO3UPOBAHHUS 0.9 more than 15.0 /

- Ibuprofen /ubynpoden TMokaszatens ripuemieMocTd (AV) 10/KeH
65ITH He Ooee 15,0

- Paracetamol/ 0.8 Acceptance value (AV) should be not

fnapaneTamo more than 15.0 /
Tokasarens npruemieMocTd (AV) N0/bKeH
6bITh He 6oee 15,0

11 |Microbiological purity /

Mukpobuosnorayeckas

yucTtoTa*

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

microbial count / He 6onee 1000 KOE/r

Ob61uee yucno

a’pobOHBIX

MHKpPOOPTraHU3MOB

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

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

/ Obuee yucno

JIPOMCOKEBBIX U

MIECHEBBIX IpUboB

¢) E. coli NA Shall be absent in 1g / OtcyrcTBHE B

1r

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoJIyKT COOTBETCTBYET TPeOOBAHMAM HA

Opinion : APPROVED
3axnouenue: OJJOBPEHO

JHata: 30.12.2023

Jara: 30.12.2023

Prepared by / d\- Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: = [Ipoeepeno: Pardeep Kumar Ono6peHo: Menewkgp / Pykosoauresb
Santosh Kumar Maurya ) Abhishek Chauhan &k \

| — \ B
Reprint Date: Reprint Date: 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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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

CERTIFICATE OF ANALYSIS ., drreddys.com
CEPTHOUKAT AHAJM3A

Page50f6/Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykanu®, TabJieTKH, NOKPLITHIE IIeHOYHOH 0060.104K0ii, 400 Mr + 325 Mr
Batch No / Cepnst Ne : V2301984 Batch Quantity / O6bem maptuu : 716.2 Kg
Analytical Report No / AHanuTHueckuii oryer Ne : Date of Analysis / JlaTa ananuza: 13.10.2023
040002197627
Date of Manufacture / Jlata npoussoacrsa : 09/2023  |Date of Expiry / Cpok rognoctu : 08/2028
Analysis performed according ND / Anasus nposeaen no HJ/I: [T N011252/01-160123
12 |Assay/ 400.0 mg / 400.0 mr From 360.0 to 440.0 mg of Ci;3HisOs
KonuuectBenHoe (Ibuprofen) per tablet /
onpejeneHue Ot 360,0 mMr mo 440,0 mr C;3HigO;
(ubynpoden) B Tabnerke
325.51 mg/325.51 mr From 292.5 to 357.5 mg of CgHyNO,
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHoNO;
(napaneraMon) B TaONETKE
13 | Package / Ynakoeka 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. / ITo 10 Tabnerok B [IBX/Al
tabnerok B IIBX/Al 6muctep. ITo 1 |6nmuctep. Tlo 1, 2 unu 20 Gnuctepos B
6mictepy B Mayky KapTOHHYK |MadKy KapTOHHYIO BMecCTe c
BMecTe C  HHCTpYKUHEH 1O |MHCTPYKLHMEH N0 MIPHMEHEHHIO,
IPUMEHEHHIO.
14 | Labeling / Mapxuposka| According to ND. / B cootserctauu ¢ HJI,
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue INpu Temneparype He Bbie 25 °C.
16 | Shelflife / Cpox 5 years / 5 net
TOIHOCTH

* 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. / I[IpoBogUTCSI IPOU3BOJUTENEM TIPH
BBINYCKE TIEPHOAMYECKH: JUlsd Kakaol 20-oi cepun uiu He MeHee 1 pas3a B rol. ITokasarenb MOXeET ObITh
HE BKJIIOYEH B cepTUHKAT aHanu3a GUpMBI

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykr coorBercTRyeT TpeboBanusM HJ

Opinion : APPROVED
3akawdenne: OJJOBPEHO

Prepared by / d/\ Checked by / Approved by: Manager/Executive/ |
IloaroToBneHo: ~ [IpoBepeno: Pardeep Kumar OpobpeHo: Menemepwxosonmenb
Santosh Kumar Maurya I Abhishek Chauhan |

Reprint Date: Reprint Date: Reprint Date: \
Jata: 30.12.2023 Hara: 30.12.2023 Hata: 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 2929, Email: mail@drreddys.com

CIN: 1L85195AP1984PLCO04507
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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 : +91 98166 56001-02

CEPTUPUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykanu®, Ta0JeTKH, TOKPLITHIE NJIeHOYHOH 000104K0ii, 400 Mr + 325 mMr

Batch No / Cepus Ne : V2301984

Batch Quantity / O6bem naptun : 716.2 Kg

040002197627

Analytical Report No / AnajanTudecknii oryer Ne :

Date of Analysis / laTa anaauza: 13.10.2023

Date of Manufacture / /{laTa npouseogcrTsa : 09/2023

Date of Expiry / Cpok roasoctn : 08/2028

Analysis performed according ND / Anaiu3 nposeaen no HJI: I N011252/01-160123

API name (INN) /

Haumvenosanne AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon
API manufacturer batch number /

Homep cepuu npon3BognTeIst PIBM230317 4059/23-24

ADC:

FP Manufacturer API Batch

BumBCEY FEQA00401 FEQA00244

Howmep cepuu cy6cTaHIMHI
npouzsoauresi I'JI®:

API Manufactured by & country /
ITponspogutens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa JxTug
®apmMma Caitencus Jlumuren,

J 2039103

Sri Krishna Pharmaceuticals Ltd.,
India / lIpu Kpuinza
®apmacsrotukanc JItn., Uanus

Remarks : The Product conforms to ND/
Ilpumeuanue: IIpoaykr coorBeTcTBYET TpeboBanusM HJL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[logrotoneno: = [Iposepeno: Pardeep Kumar | Onobpeno: Menejpkep / PykoBoautens
Santosh Kumar Maurya i Abhishek Chauha

- Y
Reprint Date: Reprint Date: Reprint Date: = A
Hara: 30.12.2023 Hara: 30.12.2023 JHara: 30.12.2023 B

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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