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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykann®, TabreTki, MOKPLITHIE NIeHOYHOH 060104K0i, 400 MT + 325 Mr

[Batch No / Cepust Ne : V2301724

Batch Quantity / O6pem napTun : 718.45 K

Analytical Report No / AnanuTudeckuii order Ne :
040002109108

Date of Analysis / [laTa anann3a: 19.09.2023

Date of Manufacture / [iaTa nponsBoacrsa : Aug.2023

Date of Expiry / Cpox rognocts : Jul.2028

Analysis performed according ND / Ananu3 nposegen no HJT: [TN011252/01-160123

Results/ Pe3y1bTaThl

Ne  |Test/ IToxa3zaTenn 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. / Tabnerku
KariCyNoBHAHOM (OPMBI, MOKpHITHIE |KANCYNOBUAHOA  (OPMBI,  TMOKDEIThE
TJIEHOYHOH 06051049K0lf OpaHXkeBOro|MeHoUHOH  060704KOli  OpaHXeBoro
IiBeTa, C PHCKOH Ha ONHOH CTODOHE;|LBETa, ¢ PUCKOW HA OJHOW CTOpPOHE; Ha
HA TOMEPEeyHOM paspe3e — SAApO|monepeyHoM paspese — sapo Genoro wim
Benoro 1gera. nodru Georo LBeTa.
2 |ldentification / Complies as prescribed/ The retention times of the main peaks on
TToANMHHOCTD 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) /
BpemeHa yaepkUBaHHsI OCHOBHBIX MMHKOB
Ha XpOMaTorpamMMe UCTIHITYEMOTO
pacTBopa  JOJDKHBl  COOTBETCTBOBAThH
BpeMeHaMm  YAep)XHBaHHA [HKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHAAPTHbIX
obpasnoe ubynpodeHa H napaleramona
{pazgen «KoniyecTBEeHHOE
ONIPELENIEHUEY)
3 |Average tablets weight 970.3 mg/970.3 mr From 9409 mg to 9991 mg
Cpenuss macca (970.0 mg+3.0 %) /
TabneTox Or 9409 wMmr 1o 9991 Mr
(970,0 mr = 3,0 %)
B—

Remarks : The Product conforms to ND/
Ipumeuanne: Ipoaykt coorBeTcTByeT Tpebosanmam HI

Opinion : APPROVED
3axnouenne: OJOBPEHO

Hara: 19.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[Toaroroeieno, Iposepero: Pardeep Kumar | OnobpeHo: Menemxkep / Pyuymrrenb
R: : p j '

amakant t M C“L - Manoj Kumar / h ek
Reprint Date:. Reprint Date: Reprint Date:

Jara: 19.09.2023

Jlara: 19.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yxnuu®, Tabrerku, MOKPHITHIC NVIEHOYHOI 060a04K0ii, 400 Mr + 325 Mr

Batch No / Cepun Ne : V2301724

Batch Quantity / O6bem naprun : 718.45 Kg

Analytical Report No / AHaauTHdeckuii order Ne :
040002109108

Date of Analysis / JlaTa anain3a: 19.09.2023

Date of Manufacture / JlaTa mpon3soacrsa : Aug.2023

Date of Expiry / Cpox rogsocru : Jul.2028

Analysis performed according ND / Ana;nns nposegen mo HJI: ITTN011252/01-160123

Pacteoperwe

99 % to 103 %

4 |Disintegration / 05 min 27 sec/ 05 mun 27 cex  [Not more than 30 min /
PacnanaemMocTs He 6onee 30 Mun
5 Dissolution / 97 % To 102 % Not less than 70% (Q) of Cl}H[gOz

(Ibuprofen) after 30 min /

He wMeHee 70 % (Q) Ci3H;30»
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napaueramon) uyepes 30 MUH

CsHoNO;

Remarks : The Product conforms to ND/
Mpumeganne: IIpoaykt cooTBeTcTBYET Tpeboanuam H]T

Opinion : APPROVED
3akawuenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
ﬂn}lromaﬂeno,j Uk— TTposepeHro: Pardeep Kumar Opobpeno: Menemxep / PykogoauTens
Ramakant %y&‘?}’ ‘vL Manoj Kumar l’ﬁ

~l . 'h'h L,
Reprint Date:. Reprint Date: Repnint Date:
Hara: 19.09.2023 Hara: 19.09.2023 Hara: 19.09.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

NOykauH®, TabJeTKH, NOKPLITHIE NJIEH

o4HoH o6omoukoii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301724

Batch Quantity / O6bem mapram : 71845 K

Analytical Report No / AnanaTudeckuii order Ne : Date of Analysis / Jlara anaansa: 19.09.2023

040002109108

Date of Manufacture / laTa mpoH3BoJcTBa

: Aug.2023 [Date of Expiry / Cpok roguocts : Jul.2028

Analysis performed according ND / Auanns nposesen mo H: [1N011252/01-160123

6 |Related substances /
PoncreeHHbIe TpUMECH
Method 1/ Metop 1

Method 2 / Merton 2 Below BDL

1Iopora perucTpautu paracetamol) - not more than 0.3 % //
(TIP =6883) Jlio6as €ZIMHUYHAs IPUMeECh

3 4-aminophenol (paracetamol impurity)
0.0001% - not more than 0.005 % /

4-amuHodeHON (pHMECh NapaleTam oJia)
- ge 6onee 0,005 %

(BDL=6883) /Huxe |Any individual impurity (ibuprofen or

(ubynpodena WK Napaneramona) - He
6omnee 0,3 %

Total impurities (Method 1+ Method 2)
- not more than 0.7 % /
Cymma npumeceit (Meron 1 + Meton 2)

0.0001% - He 6onee 0,7 %
9 |[Water/ Bopa 1.6% Not more than 5.0 % /
He 60iee 5,0 %

Remarks : The Product conforms to ND/

Ipumeuanue: [Ipoaykr cooteercTRyeT TpeGopanusm HI | 3axmouenne: OOBPEHO

Opinion : APPROVED

Prepared by / Checked by /

ITogrotoBaeHo: -t I[Iposepeno: Pardeep Kumar | Ono6peno: Menemkep / PykosoauTens
Ramakant %}.&9’”}; - ({ = Manoj Kumar @Eﬁ

Approved by: Manager/Executive/

Reprint Date:. Reprint Date:

Hata: 19.09.2023 Hara: 19.09.2023 Jara: 19.09.2023

Reprint Date:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1584PLC0O04507 v
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CERTIFICATE OF ANALYSI
CEPTUOUKAT AHAJTTH3A

Dr. Reddy's Laboratorics Ltd,

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA
S Tel : 491 98166 56001-02

www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxaun®, TabaeTkn, NOKPLITHIE M1eH0YHOoi 0Gono4akoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301724

Batch Quantity / O6bem mapruu : 718.45 Kg

Halytical Report No / AnaHTHYeCKHH oT4eT Ne :
040002109108

Date of Analysis / JaTa anaiausa: 19.09.2023

Date of Manufacture / laTa npon3soacrsa : Aug.2023

Date of Expiry / Cpok roguocrs : Jul.2028

Analysis performed according ND / Anaaus npogesen mo HJI: TINO11252/01-160123

10 |Uniformity of dosage

units /

OnHopoJHOCTD Acceptance value (AV) should be not

JO3HPOBAHUS 1.1 more than 15.0 / '

- Ibuprofen /ubynpoden TMoxasaTens npreMneMocT (AV) aosnkeH
65ITE He Gonee 15,0

- Paracetamol/ 1.1 Acceptance value (AV) should be not

napaueTamorn more than 15.0 /
INokazatesb IpHEMIIEMOCTH (AV) moJkeH
6b1TH HE Gonee 15,0

11 [Microbiological purity /

Muxkpobronoruieckas

yecroTa*

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

microbial count / He 6onee 1000 KOE/r

Obwee yncno

a3pOo6HEIX

MMKPOOPraHH3MOB

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

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

/ Obwiee vuco

JOPOXKKEBBIX H

TUIECHEBBIX TPHOOB

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

1r

Remarks : The Product conforms to ND/
ITpumeuanne: Ilpoaykt cooTrercTBYeT TpeboBanuam HJI

Opinion : APPROVED
Zaxmouenne: OJOBPEHO

JHata: 19.09.2023

Hara: 19.09.2023

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

Hoxmrorosneno: y ¢ ITposepeHo: Pardeep Kumar | Ono6peno: Menemwkep / Pykopoguress

Ramakant .@ ) Manoj Kumar = ﬁ
C,[/ b

Reprint Date:. Reprint Date: Reprint Date:

Hara: 19.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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Formulation Unit-6
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HUG6yKIHH®, T26aeTKH, IOKPBITHIE NJeH04YHOH 000/109K0H, 400 Mr + 325 mMr
Batch No / Cepnsa No : V2301724 Batch Quantity / O6bem naptun : 71845 Kg
Analytical Report No / AHasmTHyeckui oTaer Ne : Date of Analysis / JaTa anaiau3a: 19.09.2023
040002109108
Date of Manufacture / lata npousgoacrea : Aug.2023 |Date of Expiry / Cpok roanoctd : Jul.2028
Analysis performed according ND / Anasu3 npoeeges no H: TIN011252/01-160123
12 |Assay/ 398.0 mg/398.0 mr From 360.0 to 440.0 mg of C)3:H;50,
Konuuectennoe (Ibuprofen) per tablet /
onpeneneHue Ot 360,0 mMr ao 440,0 mr CisHiO,
(ubynpoder) B TabneTke
327.16 mg/ 327.16 mr From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /
Or 292,5 mMr gmo 357,5 mr CsHoNO;
(napateTamos) B TabneTke
13 | Package / YnaxoBka 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. / ITo 10 |in a carton. / Ilo 10 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6nucrep. ITo 1 |Gaucrep. ITo 1, 2 unn 20 Gmuctepor B
Gauctepy B MAauKy KApPTOHHYIO |Mauky KapTOHHYIO BMeECTe G
BMECTE C  HHCTPYKUMEH N0 |HHCTPYKUHEH IO MPUMEHEHMIO.
IIPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootercTBuu ¢ H]I.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpn Temneparype He Boile 25 °C.
16 | Shelflife / Cpok S 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. / [IpoRogUTCS IPOH3BOAUTENEM MPH
BEITIYCKE MEPHOAHYECKH: AN Kaxkaoi 20-0d cepHH Win He MeHee 1 paza B rof. Ilokazarens MOXeET OLITE
He BKJIIOYeH B cepTHhUKAT aHanuza GupMbl

Remarks : The Product conforms to ND/
IIpameuanne: IIpoaykr cooTBeTcTBYET TpeboBanuam HJL

Opinion : APPROVED
3akawuenue: OJJOBPEHO

Prepared by /

[MToAroToBACHO: t
Ramakant Qz»w CL )

Checked by /
[TpogepeHno: Pardeep Kumar

Approved by: Manager/Executive/

Onobpeto: MeHemkep / PykoBojnTes
Manoj Kumar ‘}h‘jj“;C

Reprint Date:.
JlaTa: 19.09.2023

Reprint Date:
Hata: 19.09.2023

Reprint Date:
Hata: 19.09.2023

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

CIN: L85195AP1584PLC004507
www.drreddys.ccm
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, TabaeTKH, NOKPLITHIE M1eHOYHOIT 060104K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301724

Batch Quantity / O6bem naprhn : 718.45 Kg

040002109108

Analytical Report No / AHanuTHYecKHif oTder No :

Date of Analysis / lata anann3a: 19.09.2023

Date of Manufacture / lata npon3Boacrea : Aug.2023

Date of Expiry / Cpox rognocth : Jul. 20238

Analysis performed according ND / Anaan3 nposegen no BJI: I1N011252/01-160123

API name (INN) /
HanmenoBauue APC (MHH):

Ibuprofen / Ubynpoden

Paracetamol / ITapaueramon

API manufacturer batch number /
Homep cepHH MPOH3BOAMTEJISI
ADC:

PIBM230171

4056/23-24, 4057/23-24

FP Manufacturer API Batch
number /

Homep cepuu cyGcTanmmuu
npouspoanTens L'JIP:

FEQA00295

FEQA00241, FEQA00242

API Manufactured by & country /
IIpouzsopnrens APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHB
Papma CaiieHcus Jlumurer,
Wupus

Sri Krishna Pharmaceuticals Ltd.,
India / [pu Kpunrna
®apmackrotukanc Jlta., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET Tpebopanusam HI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
MojroToBneHq: -[' IMposepeno: Pardeep Kumar | Ogobpeno: Menemxep / PykoBoanTes
Ramakant [{/ X ._n‘yf ) Manoj Kumar ﬁ

- c’_“‘j__._.-— el
Reprint Date:. Reprint Date: Reprint Date:
Hara: 19.09.2023 Hara: 19.09.2023 Hara: 19.09.2023
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