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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MOykIMH®, Ta0J1eTKH, IOKPLIThIE MIeHOYHOH 060/104KO0ii, 400 mr + 325 Mr

Batch No / Cepust Ne : V2302068

Batch Quantity / O6bem mapruu : 760.5 Kg

040002275511

Analytical Report No / AnannTa4ecknii oT4eT Ne :

Date of Analysis / laTa agaimmsa: 17,11.2023

Date of Manufacture / lara npoussoacrsa : 10/2023

Date of Expiry / Cpox roasocts : 09/2028

Analysis performed according ND / Auasu3 nposenen mo HJI: TINO011252/01-160123

Ne Test / IloxazaTean

Results/ Pe3yibTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KaICyNOBUHOH (QOPMBI, MOKPHITHIE
IUIEHOYHOM 000NI0YKO#H OpaHKEBOTO
[[BETa, C PUCKOH Ha OJHOM CTOPOHE;
Ha IIOMEpEevHOM pa3pe3e — sSapo
fenoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KAICyNOoBUOHOW  (GOpMBI,  IOKPBITHIE
IUIEHOUHOH  OOOJIOUKOH  OpaHKEBOTO
[[BET4, C PUCKOW Ha ONHOHM CTOpOHE; Ha
NonepevyHoM pa3pese — sApo 6enoro Hiu
nouty 6eNoro 1BEeTA.

2 |Identification /
TlopnuHHOCTD

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 yep>KUBaHHS OCHOBHBIX THKOB
Ha XpoMaTorpaMme UCIMBITYEMOTO
pacTtBopa  JOJDKHBI  COOTBETCTBOBATH
BpEMEHAM  YICpXKHBaHMS IIHKOB Ha
XpoMarorpaMme pacTBOpa CTaHIAaPTHBIX
o0pasuoB ubynpodeHa M mapaneramona
(pazmen «KonuuecTBeHHOE
oTIpeNIeNeHUEN)

3 |Average tablets weight
CpenHsis macca
TabNeToK

966.6 mg/ 966.6 mr

From 940.9 mg to 999.1
(970.0 mg = 3.0 %) /
Or 940,9 wr

(970,0 mr + 3,0 %)

mg

b1 (o] 999,1 MT

Remarks : The Product conforms to ND/
Ilpumevanue: [IponykT cootBeTcTBYeT Tpebopanusm HJI

Opinion : APPROVED
3axawuenue: OJJOBPEHO

Prepared by /

[ToarorosiieHO: é

Santosh Kumar Maurya

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive/
Opo6peno: Menemxep / Pyko 30/1HTEb
Manoj Kumar i '

f\i‘;&“[

Reprint Date:.
Jara: 06.02.2024

Reprint Date:
Hara: 06.02.2024

Reprint Date:
Hara: 06.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills. Hyderabad - 500034, Tefangana, India
Tel: 401 40 4900 2900, Fa< +01 40 4900 2999, Email: mail@drreddys com

CIN: L85195AP1984PLCO04507
www drreddys.com
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Vill. Khol, Nalagarh Road, Baddi,

Distt, Solan, H.P, 172 205, INDI

CEPTHOUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HU6ykauu®, TabJIeTKH, MOKPBITHIE IUIEHO4HOi 060j04K0i#, 400 M + 325 mr

Batch No / Cepus Ne

: V2302068

Batch Quantity / Oobem mapTum : 760.5 Kg

040002275511

Analytical Report No / AnanuTH4YecKkHii oTdyer Ne :

Date of Analysis / laTa anaunza: 17.11.2023

Date of Manufacture / lata npousBoacrtsa : 10/2023

Date of Expiry / Cpok rogsoctu : 09/2028

Analysis performed according ND / Ananu3s nposeaed no HJI: [1N011252/01-160123

4 |Disintegration /
PacnamaeMocTh

07 min 11 sec/ 07 muH 11 cex

Not more than 30 min /
He 6onee 30 MUH

5 |Dissolution /
PactBopenue

96 % To 103 %

96 % to 101 %

Not less than 70% (Q) of Cy;3Hi30;
(Touprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) yepe3 30 MUH

Not less than 70% (Q) of CsHyNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napaueramon) yepes 30 MuH

Ci3Hi50:

CsHoNO»

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBaHusam HIL

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / @L Checked by / Approved by: Manager/Executive/
[loaroToBneHo: [Mporepeno: Pardeep Kumar Ono6peHo: Menemkep / Pykopoaurens
Santosh Kumar Maurya P Manoj Kumar A /

2 t:u_,['__ﬁ J f}'hr free-
Reprint Date:. Reprint Date: Reprint Date:
Tlata: NA N? 2074 Tata: 06 0?2 20?74 Tara- 06 (12,2024

Resistered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@direddys.com

CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Formulation Unit-6
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CERTIFICATE OF ANALYSIS o drrodivecon
CEPTU®UKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabaeTKH, MOKPbIThIe IeHOYHOkH 060104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2302068

Batch Quantity / O6bem maptuu : 760.5 Kg

040002275511

Analytical Report No / AHajauTHYecKnii oTyeT Ne :

Date of Analysis / laTta ananu3a: 17.11.2023

Date of Manufacture / [lata nponssoacrea : 10/2023

Date of Expiry / Cpok rognoctn : 09/2028

Analysis performed according ND / Anaau3s nposegen no HJI: TTN011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

PomcTeeHHbIE IPUMECH - not more than 0.005 % /

Method 1/ Meton 1 4-amunodenon (prMech NapaneTamMmora)
- ge 6onee 0,005 %

Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas CIUHUYHAS npUMech
(ubynpodeHa WM TmapaleTamona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceii (Meron 1 + Metog 2)
- He 6onee 0,7 %
9 |Water / Bozna 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykt coorBeTcTByeT TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / /
TloaroroBaeHo; @

Santosh Kumar Maurya

Checked by /
ITpoBepeno: Pardeep Kumar

Approved by: Manager/Executive/
Onobpeno: Menemxep / PykoBoauTeb
Manoj Kumar

A\ 1

Reprint Date:.
Jlara: 06.02.2024

Reprint Date:
Tata; 06.02.2024

Reprint Date:
Hara; 06,02,2024

Raristered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 50034, Telangang, India
Tel: =91 40 4500 2900, Fax: +91 40 1900 2999, Email: mail@di reddys.com

CIN: L35195AP1984PLCO0CA507

www.drreddys.com
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CERTIFICATE OF ANALYSIS v redeye.
CEPTU®HUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykAuH®, TabNeTKH, NOKPLITHIE IVIEHOYHOI 060J104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302068

Batch Quantity / O6nem maptun : 760.5 Kg

040002275511

Analytical Report No / AHaanTH4YecKHi oT4eT Ne ¢

Date of Analysis / JaTa anamuza: 17.11.2023

Date of Manufacture / lara npousBoactsa : 10/2023

Date of Expiry / Cpox rogaocTH : 09/2028

Analysis performed according ND / Ananu3 nposenesd no HJI: I1 NO011252/01-160123

10 |Uniformity of dosage

units /

OnHopoaHOCTh Acceptance value (AV) should be not

J03UPOBAHUS 1.4 more than 15.0 /

- Ibuprofen /ubynpoden ITokazatens npuemiieMocTs (AV) n0KeH
OBITH He 6oJee 15,0

- Paracetamol/ 1.5 Acceptance value (AV) should be not

mapaneTamon more than 15.0 /
TTokasarejb npuemiaeMocTd (AV) noskeH
OvITE He Honee 15,0

11 |Microbiological purity /

Muxkpobuonorudeckas

gyncToTa®

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

microbial count / He 6onee 1000 KOE/r

Ob1mee uucio

a3pobHBIX

MHKpPOOPTraHU3MOB

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

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

/ O61iee vucio

JIPOOKEBBIX U

IJIECHEBBIX TPUOOB

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

1r

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT coorBeTcTByeT TpeboaHuAM HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
IToarororneHo: @/
Santosh Kumar Maurya

Checked by /

[TporepeHo: Pardeep Kumar

—

Approved by: Manager/Executive/

Manoj Kumar /

-"\m 2

Reprint Date:.
Hata: 06.02.2024

Reprint Date:
Jata: 06.02.2024

Reprint Date:
Hara: 06.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4960 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN. L35195AP1984P1.CO04507
www drreddys.com
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D, Redady's Laboratories Lid

Formulation Lo
vill. ¥hol, Nalazarh Read, Baddy,
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CERTIFICATE OF ANALYSIS voovdiiedayscen
CEPTUDPUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxauH®, Tab1eTKH, NOKPHITHIE I1eHO4YHOH 000109K0i1, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302068

Batch Quantity / O6sem maptuu : 760.5 Kg

040002275511

Analytical Report No / AHanuTH4YeckHii oT4eT No : Date of

Analysis / lata apaau3a: 17.11.2023

Date of Manufacture / Jlata npoussogcrsa : 10/2023 | Date of

Expiry / Cpok rogsoctn : 09/2028

Analysis performed according ND / AHa/Iu3 npoBeeH no HJI: 11 N011252/01-160123

12 |Assay/
KonndectBenHoe
onpezeneHue

396.3 mg/396.3 mr

323.55 mg/ 323.55 mr

From 360.0 to 440.0 mg of C;3His0;
(Tbuprofen) per tablet /

Or 360,0 mMr go 440,0 mMr Ci;3HizO»
(ubynpoden) B TabneTke

From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /

Or 292,5 mr mo 357,5 mr CsHoNO;
(maparieTamo) B TabeTke

13 | Package / Ynakopka 10 tablets in PVC/Al blister. 1

blister and a patient information
leaflet in a carton. / Ilo 10
tabnerok B [IBX/Al 6muctep. I1o 1
bmucrepy B TauKy KapTOHHYIO
BMECTE C  MHCTPYKIWEH 1o
MPUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / Ilo 10 tabnerox B [IBX/Al
6mucrep. Ilo 1, 2 wim 20 6mucrepor B
nayuky KapTOHHYIO BMeECTE c
HUHCTPYKIHEH O MPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBercTBuu ¢ H]I.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue I1pu TemMnepatype He Bblie 25 °C.
16 | Shelf'life / Cpok 5 years /5 ner
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. / IIpoBoAUTCS TPOU3BOAUTENEM TIPH
BBITIYCKE IIEPUOJIMUEcKH: A Kaxaoi 20-olf cepun unn He MeHee 1 paza B rof. [loka3arens MOXET OBITH
HE BKJIFOYEH B CepTHGHKAT aHaIn3a GHPMBI

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr coorBeTcTBYET TpeboBanusm HJJ

Opinion : APPROVED
3axmouenue: OJOBPEHO

Prepared by / ﬁi / Checked by /
e

Approved by: Manager/Executive/

Mara- 06 (07 72074

Hata: 0 0?7 20174

[loarorosneHo: [IpoBepeHo: Pardeep Kumar | Onobpeno: Menemxep / PykoBoautens
Santosh Kumar Maurya Manoj Kumar .';h ol
Reprint Date:. Reprint Date: Reprint Date:

Nata- 06 07 7074

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500024, Telanzana, Indlia

Tel: +91 A0 4900 2900, Fax: 491 4C 4900 2999, Email:
CIN: L85195AP1934PLCOGAS0T
wiww.drreddys.com

mail@drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJTA3A

Ny Raddy's Labarslories Lid
Formulation Unit-6

Vil Khel, Nalagarh Road, Badd,
Disti, Sofan, H.R, 173 205, INDIA
Tl 491381656 56001-02

vy drreddys.com

Page 6 of 6 / CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NG6ykann®, TabaeTKH, MOKPBITbIE IIeHOYHOH 000104K0it, 400 Mr + 325 mr

Batch Quantity / O6bem mapTuu : 760.5 Kg

Batch No / Cepusa Ne : V2302068

040002275511

Analytical Report No / AHanuTHYecKHiT oT4eT Ne :

Date of Analysis / laTa ananaunza: 17.11.2023

Date of Manufacture / Jlata npoussoacrtsa : 10/2023

Date of Expiry / Cpok roanoctu : 09/2028

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

API name (INN) /
Hanmenopanne A©C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / ITapaneramon

API manufacturer batch number /
Homep cepun npousBoauTe s
ADC:

PIBM230318

0290/23-24

FP Manufacturer API Batch
number /

Homep cepun cybcTannuu
npoussoautes I'J1D:

FEQA00402

FEQAO00436

API Manufactured by & country/
IIpouspoantens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OKxTHB
Oapma Caitencus Jlumuren,
Wnnus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpn Kpumrna
®dapmackrotukanc JIta., Uaaus

Remarks : The Product conforms to ND/
Ipumeuanue: IIponykr coorBeTcTBYeT TpeboBaHuaM HJI

Opinion : APPROVED
3akmouenune: OJJOBPEHO

Prepared by /
[ToaroTorieHo:
Santosh Kumar Maurya

Checked by /
[Tposepeno: Pardeep Kumar

Approved by: Manager/Executive/
Ono6peHo: Menemxkep / PykoBoaureins
Manoj Kumar -

'-'\y“ e’

Reprint Date:.
Jarta: 06.02.2024

Reprint Date:
Jara: 06.02.2024

Reprint Date:
Hara: 06.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 50 4900 2800, Fax. +91 40 4900 2999, Email: mail@drreddys.com

CIN: L35185AP1934PLCO04507
wwiv drreddys.com




