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CERTIFICATE OF ANALYSIS

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

Viil. Khol, Nalagarih Road, Baddi,
Distt. Seiian, B P, 173 205, INDIA
T +91 93166 56001-02
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CEPTUOUKAT AHAJIN3A

Page10f6/Ctp. 1136

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxaun®, TabseTKku, MOKPHITHIE IIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400374

Batch Quantity / O6bem maprthu : 765.75 Kg

040002454786

Analytical Report No / Ananurnyeckuii oryer No :

Date of Analysis / JlaTa ananuza: 26.03.2024

Date of Manufacture / /laTta npouzBoacrsa : 02/2024

Date of Expiry / Cpok rognocru : 01/2029

Analysis performed according ND / Auanu3 nposenen mo H: I1 N011252/01-160123

Ne Test / Iloka3zaTenanb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section, ./  Tabnerku
KarncyJOBUJHON (OPMBI, MOKPBITHIE
MJIEHOYHOH 000N0YKOl OpaH)XeBOro
LIBeTa, C PUCKOW Ha OAHOW CTOPOHE;
Ha TOMNEpeyHoM paspese — SAPO
6enoro npera.

Orange film-coated, capsule-shaped, one-
side scored fablets; white or off-white
core at the cross-section. / TabneTku
KAMNCYJOBUOHOH  QOpPMBI,  MOKPBITHIE
IJICHO4HOW  000JI04KOH  OpaHXeBOro
LBETa, C PUCKOW HAa OAHOH CTOpOHE; Ha
MOMEPETHOM paszpe3e — FApo 6enoro uiu
nmouTH 6€J10ro LBeTa.

Identification /
ITopmuuHOCTH

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 ynepkuBaHUsl OCHOBHEIX ITHKOB
Ha Xpomartorpamme HCITBITYEMOrO
pacTBopa  JOJDKHBl ~ COOTBETCTBOBATH
BpeMeHaM  YAEpXKHBaHMA IHKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpazuoB ubynpodena U mnapaneramona
(pasnen «KonudectseHHOE
ONpeJIENCHHEN)

Average tablets weight
Cpennsist Macca
Tabnerox

972.1 mg/972.1 mr

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

(970,0 mr = 3,0 %)

mg

Jo 999,1 MT

Remarks : The Product conforms to ND/
IIpumeuyanue: ITpogykt cooTBeTcTBYET TpeboBaHusM H]

Opinion : APPROVED
3akiodenue: OJOBPEHO

Prepared by / \
[Moarotosneno: Ankit / /1
{

Y

Checked by /

Approved by: Manage

Abhishek Chauhan

xecutive/

v

Reprint Date:.
Jara: 26.03.2024

LpoeepeHo: Raﬁa Kant
i \I.Lb "d/l '

Reprint Date: >\

Hata: 26.03.2024

Omobpeno: Menemxey / Pyxosozlrrrenb
J

Reprint Date:
JHata: 26.03.2024

Fogizierad Olfice

£-7-337, Road Mo, 3, Banjara Hills, Hyderabad -

SC0024, Telangane, India

Tal, 91 S0 3600 2900, Fax +91 40 4900 2989, Emails mani@direddys.com

LSE1054P1984PLCODAS0Y
wwwdrreddys.com
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Page20of 6/ Ctp.2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TablieTKH, HOKPbIThIE IUIEHOYHOH 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2400374 Batch Quantity / O6bem naptun : 765.75 Kg
Analytical Report No / Anaauruyeckuii oTuer No : Date of Analysis / laTa ananm3za: 26.03.2024
040002454786

Date of Manufacture / lata npousBoacrsa : 02/2024  |Date of Expiry / Cpok rogsoctn : 01/2029

Analysis performed according ND / Auanu3 nposeaen mo HJI: I1 N011252/01-160123

4 |Disintegration / 06 min 18 sec/ 06 muH 18 cek  |Not more than 30 min /
Pacnanaemocts He 6onee 30 Muu
5 |Dissolution / 101% To 102 % Not less than 70% (Q) of Ci3His0,
Pacteopenne (Ibuprofen) after 30 min /
He wmenee 70 % (Q) Ci3His02
(ubynpoden) uepes 30 MuH
100 % to 101 % Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO,
(napaneramo) uepes 30 MuH
Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: TIpnykT cnntrReTeTRYPT Tpefnrarran HJT | 3akmouenne; OIOBPEHO
Prepared by / ~ | Checked by / Approved by: Managey/Executive/
[ToarotorneHo: Anklt/ﬂ [Tposepeno: Rama Kant Onob6peHo: Menemxep / P KQB%HTBH!;
f 4 e . o
~ W Abhishek Chauhan
Reprint Date:. - Reprint Date: ~ \ 7 Reprint Date:
Hara: 26.03.2024 Jlata: 26.03.2024 Hata: 26.03.2024

Rogistered Office: 8-1-237, Road No. 2, Banjara Hifls, Hyderabad - 500024, Tetangana, India
Tel 401 406 4800 2900, Fax +01 .10 4900 2898, Emcil: mani@drreddys.com
CIN: LE5195AF1984PLCO0A507
www.direddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Malagarh Road, Baddi,
Dizzt. Sofan, H P, 173 205, IND1A
Tol 0 +91 28166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIN3A

Page3 of6/Ctp.3 36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TableTKH, NOKPHITHIE IIEHOYHOH 000/104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2400374

Batch Quantity / O6bem nmaptun : 765.75 Kg

Analytical Report No / Ananutu4eckuii oTder Ne :

040002454786

Date of Analysis / /laTa ananmu3za: 26.03.2024

Date of Manufacture / JlaTa npou3BoJcTBa

: 02/2024

Date of Expiry / Cpok rognoctu : 01/2029

Analysis performed according ND / Anann3s npoeaen no H/: [1 N011252/01-160123

6 |Related substances / g 4-aminophenol (paracetamol impurity)
PoxacTeeHHbIC IpUMecH 0.0002% - not more than 0.005 % /
Method 1/ Metop 1 4-amuHOGEHON (TIpUMeCh NapaleTamMmoia)
- He 6onee 0,005 %
Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JTrob6as eIHHNYHAS IPUMECh
(ubynpodena unu mnapageTamosia) - He
601ee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceit (Meroa 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/

IIpuMeuanne: Ipoaykt cooTeeTcTBYET TpebGoBanusam HJJ

Opinion : APPROVED
3akmouenne: OAOBPEHO

Prepared by / .| Checked by / Approved by: Manager/Executive/
[loarorosneHo: Anki%\ [Iposepeno: Rama Kant Opobpeno: Menemkep !@KOB JANTEND
3 a@,M Abhishek Chauhan Jf
Reprint Date:. - Reprint Date: o\ Reprint Date:
Jata: 26.03.2024 Jara: 26.03.2024 JHara: 26.03.2024
Rogistered Office. 8-7-337, Road Mo 2, Bamjara Hills, Hyderahad - 566024, Telangana, India
Tol: 461 40 12900, Fax: +91 40 4200 2999, Email: mal@drreddys.com

Cine Lt

A5APILORAPLCODAENT

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

Viil. i¥ho!, Nalagarh Road, Baddj.
Distt. Sofan, KR, 173 205, INDIA
Tal:+91 23166 56001-02
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CEPTU®UKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoykana®, Ta6aeTKH, MOKPBIThIE ILIEHOYHO# 000J104K0H, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2400374

Batch Quantity / O6bem mapTuu : 765.75 Kg

040002454786

Analytical Report No / AHasiuTHueckuii oTuer Nt :

Date of Analysis / /lata ananu3za: 26.03.2024

Date of Manufacture / /lata npoussoacrsa : 02/2024

Date of Expiry / Cpox rogsocts : 01/2029

Analysis performed according ND / Anamms nposenen mo H/I: 1 N011252/01-160123

10 |Uniformity of dosage

¢) E. coli

units /

OJHOPOIHOCTh Acceptance value (AV) should be not

JI03UPOBAHUS 1.9 more than 15.0 /

- Ibuprofen /ubynpoden ITokazatens mpuemneMoctn (AV) foimkex
6bITEH He Oosee 15,0

- Paracetamol/ 1.9 Acceptance value (AV) should be not

napaieramo more than 15.0 /
ITokazarens mpueMieMoct (AV) 1omkeH
OBITE He Donee 15,0

11 |Microbiological purity /

Muxpobronorn4eckas

yucrora* NA

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

microbial count / He 6onee 1000 KOE/r

Ob6uiee uucno

adpOOHBIX

MHKPOOPIaHU3MOB NA

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

yeasts and mould count He 6oaee 100 KOE/r

/ Ob1wiee yucio

JPOXOKEBBIX U

IUIECHEBBIX IprboB NA

Shall be absent in 1g / OrcyrcTBUE B
Ir

Remarks : The Product conforms to ND/
Ilpumeuanue: [IpoaykT coorBercTByeT TpeboBaHUsiM HJI

Opinion : APPROVED
3akiwuenue: OJJOBPEHO

Prepared by /

ITogrorosieno: Ankit /;\
2
L

Checked by /

.EPOBepeHOZ Raﬁlam
L e

Approved by: Manager/Executive/
Onobpeno: Menempkep |/ PykoBozjirens
Abhishek Chauhan '

Reprint Date:.

Hara: 26.03.2024

Reprint Date:
Jara: 26.03.2024

A

Reprint Date: /
Hata: 26.03.2024

redistared Office

2-2-327, Road No 3, Banjara Hills, Hyderabad - 500024, Telangang, India

Pl 107 A0 4260 2800, Faxs #3971 40 4200 2929, Email: mail@diraddys.com
CIN: LBS195AP1934PLC0O04507
wwednaddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Lakoratories 1td
Formulation Unit-6

Viil. €hol, Nalagarh Road, Baddi,

Distt. Scian, H.P., 173 205, IND14

vww, drreddys.com

CEPTUOUKAT AHAJIM3A

Page Sof 6 / Ctp. 5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykana®, TabJeTKH, NOKPHITHIE IJIeHOYHOI 000104K0i, 400 mr + 325 Mr
Batch No / Cepus Ne : V2400374 Batch Quantity / O6sem naptun : 765.75 Kg
Analytical Report No / Anaantuueckuii oryer Ne : Date of Analysis / lara ananuza: 26.03.2024
040002454786
Date of Manufacture / Jlata npoussogctra : 02/2024  |Date of Expiry / Cpok rogHocts : 01/2029
Analysis performed according ND / Ananus npogsegen mo HJI: TI NO11252/01-160123
12 [Assay/ 398.5 mg/398.5 mr From 360.0 to 440.0 mg of Ci;3sHs0,
KonnyecTreHHOE (Ibuprofen) per tablet /
oripe/ieNieHue Ot 360,0 mMr po 440,0 mr C;3H;s0;
(ubynpoden) B Tabnerke
320.34 mg / 320.34 From 292.5 to 357.5 mg of CsHoNO,
Mr (Paracetamol) per tablet /
Or 292,5 mr po 357,5 mr CsHoNO;
(mapaueramol) B TableTKe
13 | Package / YnakoBka 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. / [lo 10 tabnetok B TIBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1  |6muctep. [lo 1, 2 unu 20 6aucrepor B
6mictepy B MayKy KapTOHHYK |MadkKy KapTOHHYO BMECTe c
BMECTE C  HHCTPYKIHeH Mo |MHCTpyKLHMEH 1Mo NpUMeHEHHIO.
OPUMEHEHHUIO.
14 | Labeling / Mapkuposka| According to ND. / B cootBercreuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temnepatype He Boiie 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
rOIHOCTH

* 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. / [IpoBoauTCsl MPOU3BOAUTENEM IPH
BBIITyCKE MEPHOANYECKH: JUis Kaxnoi 20-0if cepuu uimn He MeHee 1 pasza B roa. Ilokaszarens MoxeT OBITh
He BKJIIOYEH B cepTUdUKAT aHATH3a PUPMBI

Remarks : The Product conforms to ND/ Opinion : APPROVED
Tpumeuanue: TIpoyKT COOTRETCTRYET Tpeforanusam HII | 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Managgr/Executjve/
[oarorosneno: Ankit/y | IlpoBepeno: Rama Kan Onobpeno: Menemxgp / Pyxoﬂo;m’renb
/Z\ P ﬁ U.du.lj; Abhishek Chauhan
Reprint Date:. [~ | Reprint Date: ~ 7 Reprint Date:
[ara: 26.03.2024 Hara: 26.03.2024 Hara: 26.03.2024
Rpgisierad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Teiangane, India
Tl =971 401900 2900, Fax: +21 10 4900 2999, Emai: wail@drreddys.com

CIN: L851854P1984APLCODASNT
wuvdireddadys.com
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CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Sofan, H.P., 173 205, INDiA
Tel o +91 98166 56001-02

wwiw, drreddys.com

Page 6 of 6 / Ctp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6yxkanH®, Ta61eTKH, IOKPBITHIE MJIeHOYHO#H 060104K0ii, 400 mr + 325 mr

Batch No / Cepus Ne : V2400374

Batch Quantity / OGbem napruu : 765.75 Kg

040002454786

Analytical Report No / Ananurmyecknii order Ne :

Date of Analysis / laTta anann3a: 26.03.2024

Date of Manufacture / Jlata mpousBoacrea : 02/2024

Date of Expiry / Cpok rogaoctu : 01/2029

Analysis performed according ND / Ananns nposeaen mo HJI: [T N011252/01-160123

API name (INN) /
Haumenosanne AO®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / Ilapaueramon

API manufacturer batch number /
Homep cepun npon3BoauTeIs
ADC:

PIBM230457

4593/23-24,4594/23-24

FP Manufacturer API Batch
number /

Homep cepuu cy6cTaniuu
npouzsogures I'JID:

FEQAO00657

FERA00002, FERA00003

API Manufactured by & country /
IIponssoautenn ADC, cTpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTuB
®apma Caiiencus Jlnmuren,
Wunus

Sri Krishna Pharmaceuticals Ltd.,
India / lpu Kpuiina
®dapmacetotukanc JIta., Unaus

Remarks :

The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Hata: 26.03.2024

Hata: 26.03.2024

Prepared by / Checked by / Approved by: Manager/Exgcutive/

[TogrotoBneno: Ankit HpOBepeHo: Rama Kant OnobpeHo: Menemxep / P, KOBoml b
/ '}\ I Abhishek Chauhan

Reprint Date:. Reprint Date: — \ Reprint Date:

Hara: 26.03.2024

Registered Office: £-2-337, R"dd No 2, Banjara Hills, Hydernbad - 500634

Tei +01 402900 & 404900 2009, Email mal@diraddys.com

2900,

Chid: L5 195API234PLCO0ASOT
wwv.driaddys.com

Telangana, india




