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Page 1 0of 6/ Crp. 1 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yiianu®, TabJeTKH, IOKPLIThIE IIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302633

Batch Quantity / O6bem naptuu : 776.0 Kg

040002361755

Analytical Report No / AnanuTu4yeckuii oryer No :

Date of Analysis / lata ananuza: 29.12.2023

Date of Manufacture / Jlata mpousBoacrsa : 12/2023

Date of Expiry / Cpok rognocts : 11/2028

Analysis performed according ND / Ananu3 nposeaen mo HJ[: [I N011252/01-160123

Ne |Test/ Ilokazarean

Results/ Pe3yabTaThl

Specification / Hopma

1 [Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KancynoBUAHOW (OpMBI, MOKpPHITHIE
TIIEHOYHOU 00O0JIOUKOH OpaHXeBOro
[BETa, C PUCKOIM Ha OIHON CTOPOHE;
Ha [OMEpeyHOM pa3pe3e — sIpo
6enoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / TaGnerku
KaTcyJOBHAHOM  GOPMBI,  TIOKPBITbIE
IJIEHOUHOM  000JouKOl  OpaHXeBoro

1IBETa, C PUCKOW Ha OIHOI CTOpOHE; Ha
TIOTEPEYHOM paspese — AApo O6enoro uam
NoyTH 6enoro LBeETA.

2 |Identification /
IlopnuasOCTH

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 yzaepxuBaHKus OCHOBHBIX IHKOB

Ha XpomarorpaMmme UCTIBITYEMOTO
pacTBopa  JIOJDKHBl ~ COOTBETCTBOBATbH
BpeMEeHaM  YAEpXUBaHHsS IHMKOB Ha

XpOMaTorpaMMe pacTBOpa CTaHAApTHBIX
obpaszioB ubynpodeHa u mapaeramosna

(paznen «KonuyecTBeHHOE
oIpeieNIeHHE)
3 |Average tablets weight 971.4 mg/971.4 mr From 9409 mg to 9991 mg
Cpennsist Macca (970.0 mg+ 3.0 %)/
TabJEeTOK Or 940,9 wMr mo 999, Mr
(970,0 mr + 3,0 %)

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr coorBeTcTBYyeT TpeboBaHusAM HJ{

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Jara: 29.12.2023

Hara: 29.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/

[ToaroroBneno: [Tpoeepeno: Santosh Kumar | Ono6peno: Menemkep / Pykosoanressb

Ankit / Maurya /C(,@ Manoj Kumar xw
(oLt

Reprint Date: Reprint Date: Reprint Date:

Jara: 29.12.2023

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

CIMi L85105AN1984PLCO04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykauu®, Ta6aeTKH, NOKPHITHIE INIEHOYHO# 000/104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302633

Batch Quantity / O6bem napTuu : 776.0 Kg

Analytical Report No / AnanuTu4yeckuii oryer Ne :
040002361755

Date of Analysis / laTa ananu3za: 29.12.2023

Date of Manufacture / JlaTta npousBoacrsa : 12/2023

Date of Expiry / Cpok rogHocTy : 11/2028

Analysis performed according ND / Ananu3 nposeaen mo HJI: ITN011252/01-160123

4

Disintegration /
PacnamaeMocThb

06 min 20 sec/ 06 mun 20 cex

Not more than 30 min /
He 6onee 30 MuH

Dissolution /
PactBopenue

100 % To 103 %

98 % to 102 %

Not less than 70% (Q) of Ci3HisO;
(Ibuprofen) after 30 min /

He wMenee 70 % (Q)
(ubynpoden) yepes 30 Mun

Not less than 70% (Q) of CzHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napauetamou) yepes 30 MUH

Ci3Hi302

CsHyoNO»

RemarKks : The Product conforms to ND/
Mpumeqanie: TIpoaywr covtsercisyer tpeGusunm HJT

Opinion : APPROVED
Incmoenwe: OJIORPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotoBneHo: IIposepeHo: Sa;@? Kumar | Ono6peno: MeHemKep/ KOBOJAWTEINb
Ankit & Maurya = Manoj Kumar /1
Reprint Date: Reprint Date: Reprint Date:

Hara: 29.12.2023 Jata: 29.12.2023 Jlata: 29.12.2023

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: L85195AP1984PI CNN4507
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
Tel : +91 98166 56001-02
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HUoyxkanu®, TabJIeTKH, NOKPbITHIE IJIeHOYHO 0060109K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2302633

Batch Quantity / O6bem naptum : 776.0 Kg

040002361755

Analytical Report No / Ananuruyeckuii oryer Ne :

Date of Analysis / laTa ananu3a:.29.12.2023

Date of Manufacture / Jlata npousBoacTsa : 12/2023

Date of Expiry / Cpox rogHocts : 11/2028

Analysis performed according ND / Auann3 nposegen mo HJ[: ITN011252/01-160123

6 |Related substances /

0.001%

4-aminophenol (paracetamol impurity)

Poncreennsie npumecu - not more than 0.005 % /

Method 1/ Metop 1 4-amuHOdeHoI (IpUMeCh NapaleTamona)
- ge 6onee 0,005 %

Method 2 / Meron 2 0.05% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlrobas eAMHUYHAs NIpUMECh
(ubynpodena unu mnapaueraMmona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.05% - not more than 0.7 % /
Cymma npumeceit (Meron 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/ Bogna 1.4% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
HMpumenuue: Tpoayier coorsererpyer rpeGopunsisim HJT

Opinion : APPROVED
Jakmpouerue: QIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: A/ ITposepeno: Santosh Kumar | Opobpeno: Menemxkep / Pykogomireis
Ankit ' Maurya Manoj Kumar ’B&QF

Reprint Date: Reprint Date: Reprint Date:

Jata: 29.12.2023 JHarta: 29.12.2023 Jara: 29.12.2023

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: L85195A1984PLCO04507
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
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykanu®, TabiieTKH, NOKPbIThIE NJIEHOYHOH 000/104K0ii, 400 Mr + 325 mr
Batch No / Cepus Ne : V2302633 Batch Quantity / O6bem maptun : 776.0 Kg
Analytical Report No / AnasuTHyeckuii oTyer Ne : Date of Analysis / [laTa ananu3za: 29.12.2023
040002361755
Date of Manufacture / Jlata npoussoacrsa : 12/2023 | Date of Expiry / Cpok rognocts : 11/2028
Analysis performed according ND / Ananu3 npoegen no HJI: [T N011252/01-160123
10 |[Uniformity of dosage
units /
OnHOpoaHOCTD Acceptance value (AV) should be not
JIO3UpOBaHHUs 1.8 more than 15.0 /
- lbuprofen /ubynpoden INokazartesp npuemMiaeMocTd (AV) n0omkeH
OLITH He bouee 15,0
- Paracetamol/ 1.8 Acceptance value (AV) should be not
napateramort more than 15.0 /
[Tokazatens npuemneMoctd (AV) foJDkeH
6bITh He Oonee 15,0
11 |Microbiological purity /
Mukpoburonoruyeckas
yucrtoTa*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6osiee 1000 KOE/r
Obuiee yucio
adpoOHBIX
MHKPOOPraHU3MOB
b) Total combined Not more than 100 CFU/g/
yeasts and mould count NA He 6onee 100 KOE/r
/ Obuiee uncno
JIPOMXOKEBBIX U
IJIECHEBBIX rpHOOB
c) E. coli NA Shall be absent in 1g / OrcyrctBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumedanue: [Tpoaykt cootsetcTByeT Tpe6opanuam HJ[ | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToarororneHo: /,i [TpoBepeno: S sh Kumar | Ono6peHo: MeHemKep / PyxoBoautenb
Ankit ! 1—"| Maurya =0 Manoj Kumar r\
Ty [,U.
Reprint Date: Reprint Date: Reprint Date:
HMara: 29.12.2023 Jara: 29.12.2023 Jata: 29.12.2023

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, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

LRI o CEPTUPHUKAT AHAJTHIA
Page 50f 6/ Crp.5u3 6
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg - .
Hoyxina®, Tab1eTKH, NOKPHITHIE ILIEHOYHOMH 000/1049K0M, 400 Mr + 325 mr
Batch No / Cepust Ne : V2302633 Batch Quantity / O6bem naptuu : 776.0 Kg
Analytical Report No / Ananutuyeckuii oryer Ne : Date of Analysis / JlaTa ananuza: 29.12.2023
040002361755
Date of Manufacture / lata npousBoactra : 12/2023 | Date of Expiry / Cpox rognoctu : 11/2028
Analysis performed according ND / Ananu3 npoBeaen mo HJ[: 1 N011252/01-160123
12 |Assay/ 401.9 mg/401.9 mr From 360.0 to 440.0 mg of C;3H;50,
KonuuectBeHHoe (Ibuprofen) per tablet /
oripeaesicHHue Or 360,0 mr mo 440,0 mMr C;HisOq
(ubynpocdeHn) B Tabnetke
324.97 mg/ 324.97 mr From 292.5 to 357.5 mg of CzHoNO;
(Paracetamol) per tablet /
Or 292,5 mr jpo 357,5 mr CgHoNO,
(mapaueramon) B TabaeTke
13 | Package / YmakoBka |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. / Ilo 10 |in a carton. / Ilo 10 Tabnerox B [IBX/Al
tabnerok B [IBX/Al 6nuctep. [Io 1  |6nuctep. Ilo 1, 2 unu 20 6aucrepoB B
OaucTepy B Nayky KapTOHHYK |Mauky KapTOHHYIO BMECTe c
BMECT€ = C  MHCTPYKUMEH 1O |MHCTPYKLHEH I10 NPUMEHEHHIO.
NpPHMEHEHHIO.
14 | Labeling / Mapxuposka| According to ND. / B cootercteuu ¢ HJI,
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temneparype He Bbile 25 °C.
16 | Shelflife / Cpok 5 years / 5 ner
TOTHOCTH

* 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. / [IpoBoaKUTCS NPOU3BOAUTENEM NpPH
BBIITYCKE TEPHOAUYECKH: sl Kaxkaoi 20-oif cepuu unu He MeHee 1 pasza B rof. [loka3arens MOXET OBITH
HE BKJIIOYEH B cepTHHKAT aHanu3a Gupmebl

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cooTeercrByel TpeboBaHuam HJL

Opinion : APPROVED
Zaxnwuenne: OJJORPEFHO

Prepared by / Checked by / Approved by: Manager/Executive/
IloarorosneHo: /< [TpoepeHo: Santosh Kumar | Opo6peno: Menemxep / Pykooautens
Ankit ! L Maurya Manoj Kumar 7S - U

Reprint Date: Reprint Date: Reprint Date:

Hara: 29.12.2023 Hara: 29.12.2023 Hata: 29.12.2023

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

Tl
CIN: LE5185AP1984PLCC04507
www.drizadys.com

118140 4800 2900, Fax: +91 40 4800 2992, Email: mail@direddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddij,
Distt. Solan, H.P., 173 205, IND!A
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Page 6 6f 6/ Crp. 6 usz 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaua®, Ta01eTKH, IOKPBITHIE MJIEHOYHOI 000J104K0it, 400 mr + 325 mr

Batch No / Cepus Ne : V2302633

Batch Quantity / O6sem maptun : 776.0 Kg

040002361755

Analytical Report No / Ananuruyecknii oTyer Ne :

Date of Analysis / JlaTa ananusa: 29.12.2023

Date of Manufacture / Jlara npon3Boacta : 12/2023

Date of Expiry / Cpok rognoctu : 11/2028

Analysis performed according ND / Ananm3 nposenen mo HJI: TI N011252/01-160123

API name (INN) /

Hanvenosanne AGC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /

Homep cepuu NpoH3BOAHTEISI PIBM230386 APAPE2023060685
ADC:

FP Manufacturer API Batch

number / FEQA00538 FEQA00345

Homep cepuu cyocTtanumnu
npoussoauTes ['JID:

API Manufactured by & country /
IIpoussoautens ADC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa Oxtus
®apma Caitencns Jlumuren,
Unpus

Granules India Ltd., India /
I'panynec Unaus JIta., Uanus

Remarks : The Product conforms to ND/
Ipumcuanuc: [Tpoaykr coorBereTBYCT TpcboBanuam [11]]

Opinion : APPROVED
3akmoyenune: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotosneHo: [Tposepeno: Santosh Kumar | Onobpeno: Menemxkep / Pykooautens
Ankit @ Maurya Manoj Kumar \ i /

U
Reprint Date: Reprint Date: Reprint Date:
Hara: 29.12.2023 Hata: 29.12.2023 Jlata: 29.12.2023

Registeru"’“; 21 3-2-337, Road No. 3, Banjara Hills, Hyderahad - 500034, Teiangana, Indin

Tel: 481 40 4900 2900, Fay: -

CIN: L25195AP 1084PLCI04C07
LT Oays.com

+81.40 4200 2982, Email: mail @ drreddys.com




