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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykiauu®, TabieTKH, NOKPbIThIE IIeHO4HokH 060;109K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301356

Batch Quantity / O6bem naprtan : 767.20 Kg

Analytical Report No / AnanuTH4yecknii ordeT Ne
040002103685

Date of Analysis / Jlata asanu3za: 11.09.2023

Date of Manufacture / JJaTta npoussoactsa : 08/2023

Date of Expiry / Cpok rognoct : 07/2028

Analysis performed according ND / Auaau3 nposenex no HJI: IIN011252/01-160123

Ne |Test/ IlokazaTesb Results/ Pe3y1bTaThl Specification / Hopma
1 |Description/ Onucanne |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the  cross-section../  Tabnerku|core at the cross-section. / TabneTku
KancyJoBUAHOW (OPMBI, TOKPBITHIE|KANCYIOBUAHOH  (GOPMBI,  MOKPBITHIE
TJIEHOUHOM 060JIOUKOM OpaHKeBOTO|IUIEHOYHOH  ODOJIOYKOH  OpaHXeBOro
1IBETa, C PUCKOM HA OJHOM CTOPOHE;|L[BETA, C PUCKOH Ha OIHOM CTOpOHE; Ha
Ha TONEpPeYHOM paspe3e — SAPO|MONEepPevHOM paspese — sApo Oenoro uiu
6eroro uBera. no4TH Genoro LUBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TopnuHHOCTD CoOTBETCTBYET 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 ynepXuBaHHs OCHOBHBIX NUKOB
Ha XpoMmarorpamme HCIBITYEMOTO
pacTBopa  JOMXKHBI ~ COOTBETCTBOBATH
BpEMEHAM  yOEepXKMBaHHUS ITHMKOB Ha
XpOMaTOrpaMMe pacTBOpa CTaHAAPTHBIX
o6pazoB ubynpodeHa ¥ mNapaueramona
(pazzen «KonuyecTBeHHOE
ONIPEAETICHUEN)
3 |Average tablets weight 968.8 mg / 968.8 mr From 9409 mg to 999.1 mg
CpenHsis Macca (970.0 mg+ 3.0 %) /
TabieTok Or 9409 wMr g0 999, MI

(970,0 mr % 3,0 %)

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHusaM HJL

Opinion : APPROVED
Zakmouenue;: OJJOBPEHO

Hara: 15.11.2023

Jarta: 15.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroToBieHo: [Tpoeepeno: Santosh Kumar Ono6peHo: MeHemkep / PykoBpaurenb
Rama kant A"‘L Maurya Manoj Kumar j

-—
Reprint Date:. Reprint Date: Reprint Date:

Jara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykaun®, TabjieTKH, MOKPBITHIE IVIEHOYHOH 060J104K0H, 400 mr + 325 mr

Batch No / Cepus Ne : V2301356

Batch Quantity / Oobem mapun : 767.20 Kg

040002103685

Analytical Report No / AHanuTu4Yeckuii order Ne :

Date of Analysis / Jara anannza: 11.09.2023

Date of Manufacture / lata npon3Bojacrsa : 08/2023

Date of Expiry / Cpok rogsoctn : 07/2028

Analysis performed according ND / Ananu3 nposenen mo HJI: IT N011252/01-160123

4 |Disintegration /
Pacmagaemocth

06 min 22 sec/ 06 muH 22 cek

Not more than 30 min /
He 6o01ee 30 MuH

5 |Dissolution /
PactBopenue

101 % To 104 %

99 % to 102 %

Not less than 70% (Q) of C;3sHisO;
(Ibuprofen) after 30 min /

He wmegee 70 % (Q)
(ubynpoden) yepes 30 MuH
Not less than 70% (Q) of CgHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(mapaueramon) yepes 30 MuH

C13H130,

C8H9N02

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykr coorBeTcTBYET TpeboBaHuam HJI

Opinion : APPROVED
3akiouenne: OJOBPEHO

Jara: 15.11.2023

Jara: 15.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: [TpoBepeHo: Santosh Kumar OpnobpeHo: Menemxep / Pykopourens
Rama kant wd” Maurya & Manoj Kumar £l

e
Reprint Date:. Reprint Date: Reprint Date:

Jlara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NUG6ykIuH®, Tab/1eTKH, NOKPBITHIE ILIEHOYHOI 0601049K0#, 400 M + 325 mMr

Batch No / Cepusi Ne : V2301356

Batch Quantity / O6bem maptunm : 767.20 Kg

Analytical Report No / Ananmutn4yeckuii oryer Ne :

040002103685

Date of Analysis / laTa anaausa: 11.09.2023

Date of Manufacture / JJara npousBoactsa : 08/2023

Date of Expiry / Cpok rognoctu : 07/2028

Analysis performed according ND / Ananns nposegen mo HJI: TI N011252/01-160123

6 |Related substances /
PoacTBeHHBIE IpUMecH
Method 1/ Metox 1

0.0001%

4-aminophenol (paracetamol impurity)
- not more than 0.005 % /
4-amuHOGEHON (IPUMECH NapareTamona)

- ge 6onee 0,005 %

Method 2 / Merogn 2 Below BDL (BDL= 6983) / Huxe |Any individual impurity (ibuprofen or
nopora perucTpalnuu paracetamol) - not more than 0.3 % //
(ITP =6983) Jro6as €IHUYHAs IPUMECH
(ubynpodena wnu napaneraMmola) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
Cymma npumeceii (Meton 1 + Meton 2)
0.0001% - He 6onee 0,7 %
9 |Water/Bona 1.6% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/

Ilpumeuanue: [Tpoaykr coorBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotoBaeHo: + [Tposepeno: Santosh Kumar OnobpeHo: Menemkep / Pykosoanrens
Rama kant ,@M/ Maurya @1\/ Manoj Kumar ™

Reprint Date:. Reprint Date: Reprint Date:

Jarta: 15.11.2023

Jara: 15.11.2023

Jara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hvderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC0O04507

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
CEPTUOUKAT AHAJIA3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabjeTKH, NOKPbIThIE IeHO4HOH 060J104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301356

Batch Quantity / O6bem naptuu : 767.20 Kg

040002103685

Analytical Report No / AHaanTHYecKHiH oT4er Ne :

Date of Analysis / laTa ananu3sa: 11.09.2023

Date of Manufacture / JlaTa npou3poacrsa : 08/2023

Date of Expiry / Cpok rogsoctu : 07/2028

Analysis performed according ND / Ananu3s nposesen no HJ[: T1 N011252/01-160123

10 |Uniformity of dosage

units /

OIHOPOAHOCTD Acceptance value (AV) should be not

JIO3UPOBaHHUS 1.3 more than 15.0 /

- Ibuprofen /ubynpopen ITokaszarens npuemneMoctd (AV) gomkeH
ObITh He Oosee 15,0

- Paracetamol/ 1.4 Acceptance value (AV) should be not

fapaneTamont . more than 15.0 /
IokasaTens npuemiieMocTd (AV) 10JDKeH
OvITh He Oonee 15,0

11 |[Microbiological purity /

Mukpo6uonoruieckas

guctora*

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

microbial count / He 6oitee 1000 KOE/r

O61wee yucno

a’poOHBIX

MHKpPOOPTraHu3MOB

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

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

/ Obiiee yucio

IPOMOKEBBIX U

TUIECHEBLIX TpHOOB

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

ir

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHUsIM H]I

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jata: 15.11.2023

Hara: 15.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHg; T [TpoeepeHo: Santosh Kumar Omo6peHo: MeHemxkep / Pykoroaurens
Rama kant &m]‘d-t - Maurya Manoj Kumar #

Reprint Date:. Reprint Date: Reprint Date:

Jara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Dr. Reddy's Laboratories Ltd.
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxaun®, TabieTKH, NOKPLITHIE INIEHOYHOH 060J1049K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301356

Batch Quantity / O6bem napruu : 767.20 Kg

040002103685

Analytical Report No / AuanuTuyeckuii oryer Ne ¢ Date of

Analysis / lata ananu3a: 11.09.2023

Date of Manufacture / Jlata nmpouseoactsa : 08/2023  |Date of

Expiry / Cpok rognoctu : 07/2028

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

12 |Assay/
KonuuectreHHoe
onpesieNieHne

395.2mg/395.2 mMr

324.48 mg/ 324.48 mr

From 360.0 to 440.0 mg of Ci3Hi30:
(Ibuprofen) per tablet /

Ot 360,0 Mr o 440,0 MT C13H1302
(ubynpoden) B Tabnetke

From 292.5 to 357.5 mg of CgHoNO;
(Paracetamol) per tablet /

Or 292,5 mr go 357,5 mr CsHoNO,
(mapaneTamoJ1) B TabneTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnerox B [IBX/Al 6auctep. Ilo 1
Onucrepy B INadKy KapTOHHYIO
BMECTE C  MHCTpyKUMeH 1o
PUMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / TTo 10 Tabnerok B IIBX/Al
onmuctep. Ilo 1, 2 unu 20 GamcrepoB B
naqky KapTOHHYIO BMECTE ¢
HHCTPYKIMEH MO MPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootBetcTBun ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue IIpu Temneparype He Boie 25 °C.
16 | Shelflife / Cpox 5 years/ 5 mer
TOJJHOCTH

* 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. / IIpoBoguTcs TPOM3BOAUTENEM NPH
BBINTYCKE MEePHOMUECcKH: A1 Kaxkaoi 20-0i cepuu uiu He MeHee 1 pasa B roxi. Ilokasarenb MOXeT ObITh
He BKJIIOYEH B cepTH(UKAT aHanu3a QupMsl

Remarks : The Product conforms to ND/
TTpumeuanne: [IponykT cooTBeTcTBYET TpeboBanuam H/L

Opinion : APPROVED
3akmouende: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToAroToBnaeHoO: f\ [Tpoeepeno: Santosh Kumar Ono6peno: Menemxep / Pykosoaurens
Rama kant @ﬁ*l{'y Maurya Manoj Kumar @ﬁé
Reprint Date:. Reprint Date: Reprint Date:

Hata: 15.11.2023 Hata: 15.11.2023 Jara: 15.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
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CEPTHUOHUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabJeTKH, NOKPHITHIE INIEHOYHOH 000.104K0if, 400 Mr + 325 mMr

Batch No / Cepust No : V2301356

Batch Quantity / O6bem naprun : 767.20 Kg

040002103685

Analytical Report No / AnannTudeckuii ordyer Ne :

Date of Analysis / {laTa ananaun3za: 11.09.2023

Date of Manufacture / lata npouszsoacrsa : 08/2023

Date of Expiry / Cpox rogsocts : 07/2028

Analysis performed according ND / Anann3 nposegen mo HJI: IT N011252/01-160123

API name (INN) /

Haumenosanne AGC (MHH): Ibuprofen / U6ynpocden Paracetamol / I1apaneramon
API manufacturer batch number /

Homep cepun npouzBoanTesist PIBM230148 4055/23-24, 4056/23-24
ADC:

FP Manufacturer API Batch

number / FEQA00220 FEQA00240, FEQA00241

Homep cepuu cyGcTannuu
npousBoautess I'JID:

API Manufactured by & country /
Hpouzsoaurens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DKTUB
®apma Caiiedcus Jlumuren,
Wnnus

Sri Krishna Pharmaceuticals Ltd.,
India / Wpu Kpuina
®dapmackrotukaic JItn., Maaus

Remarks : The Product conforms to ND/
Ilpumeuanue: Ilpoaykr cootBeTcTBYeT TpeboBanusam HJI

Opinion : APPROVED
3axmouenue; OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroaeHo: wf‘ [TpoBepeHo: Santosh Kumar Onobpeno: Menemxep / Pykosonurens
Rama kant /@ﬂt’/ Maurya Manoj Kumar @gﬁ,"[l
Reprint Date:. Reprint Date: Reprint Date:

Jara: 15.11.2023 Jata: 15.11.2023 Hara: 15.11.2023
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