Dr.Reddy’s Q'!"

Dr. Reddy's Labaratories {id.

Formulation Unit-5
Vill. £hol, Malasarh Road, Badxij,
Distt, Sofan, H.P, 173 205, INSHA
Tel:+91 98166 56001-02
CERTIFICATE OF ANALYSIS /" toavecom
CEPTUD®HUKAT AHAJIM3A

Page10f6/Crp. 1 u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxana®, TabaeTkH, NOKPbITHIE JIEHOYHOH 000104K0i, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2302293

Batch Quantity / O6bem maptum : 752.15 Kg

040002320806

Analytical Report No / AnasuTuyeckuii oryer No :

Date of Analysis / laTa ananu3a: 07.12.2023

Date of Manufacture / Jlata npouzBogcTsa : 11/2023

Date of Expiry / Cpok rogsoctu : 10/2028

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

ITpumeuanue: Ilpoaykt coorBeTcTBYET TpeOoBanuam HJL

Ne | Test / Iloka3aTenan Results/ Pe3ybTaThl Specification / Hopma
1 |Description/ Onucanue |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../  TaGnerku|core at the cross-section. / Tabnerku
KancyNOBUAHON (OPMBI, MOKPHITHIE|KAICYNOBUAHOW  (OPMBI,  TOKPHITHIE
IUIEHOYHOH 00O0NOUKOH OpaHKEBOro|[ICHOUHOM  000JIOYKOH  OpaHkKeBOro
[{BeTa, C PHCKOM Ha OJHON CTOpOHE;|liBeTa, C PUCKOM Ha ONHOH CTOpOHE; Ha
Ha TIOTEPEeYHOM paspe3e — sIpO|MONepeyHOM paspese — sipo 6enoro uau
6enoro neTa. noyTtH 6eJI0ro LBeTA.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[MoxnuHHOCTD 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 yaep)>XMBaHUS OCHOBHBIX MTHKOB
Ha Xpomarorpamme UCITBITYEMOTO
pacTBOopa  JO/DKHBI ~ COOTBETCTBOBATH
BpPEMEHAM  YIAEpXXWBAaHMUS [HUKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHJAPTHBIX
obpasioB ubynpodeHa W mapaieramona
(paznen «KonuuecTBeHHOE
OIpEeNETICHUE)
3 |Average tablets weight 970.0 mg / 970.0 mr From 9409 mg to 999.1 mg
Cpennsis Macca (970.0 mg £+ 3.0 %) /
TabIeTOK Or 940,9 MI O 999,1 M
(970,0 Mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axmwouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IloaroTtorneHo: [Ipoeepeno: Rama kant Onobpeno: MeHemxep / PykoBoaurens
Kushal Kumar - e Amit Kumar - —

Reprint Date:. Reprint Date: Reprint Date:

Hara: 07.12.2023 Jara: 07.12.2023 Hara: 07.12.2023
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CERTIFICATE OF ANALYSIS /" iedacom
CEPTHOUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykanH®, TabJieTKH, IOKPbIThIE IJ1eHOYHO# 000/104K0#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302293

Batch Quantity / O6bem maprum : 752.15 Kg

040002320806

Analytical Report No / AnasuTu4yeckuii oryer No ;

Date of Analysis / laTa anaausa: 07.12.2023

Date of Manufacture / laTta npouzBoacrsa : 11/2023

Date of Expiry / Cpok rogaoctn : 10/2028

Analysis performed according ND / Ananu3 nposeaen mo HJ{: [1 N011252/01-160123

4 |Disintegration /
Pacnamaemocts

05 min 29 sec/ 05 muH 29 cex

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
PactBopenune

97 % To 102 %

99 % to 103 %

Not less than 70% (Q) of CiHisO,
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) gepes 30 MmuH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napaneramon) yepes 30 MUH

Ci3H1502

CsHoNO;

Remarks : The Product conforms to ND/
Ilpumeyanne: IIponykT coorBeTcTBYET TpeboBaHusam HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
Iloarorosneno:

Kushal Kumar ( 14

Checked by /
[Iposepeno: Rama kant

Bl

Approved by: Manager/Executive/
Onobpeno: Menemxep / Pykoroaurens
Amit Kumar

o

S

Reprint Date:.
Hara: 07.12.2023

Reprint Date:
Jlata: 07.12.2023

Reprint Date:
Hara: 07.12.2023

Registered Office; &

3-7-237, Rosd No. 2, Banjara Hills, Hyderahad
Tel 49140 4500 2800, F

Cind LE51SDAPIOE -0
wypdrreddys.com
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Dr.Reddy'’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIN3A

Page30f 6/ Ctp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabeTKH, NOKPLITHIE MNIEHOYHOI 06010uK0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302293

Batch Quantity / O6bem maprTum : 752.15 Kg

040002320806

Analytical Report No / Anajutu4yeckunii oTyet Ne :

Date of Analysis / lata anammsa: 07.12.2023

Date of Manufacture / lata npon3soactsa : 11/2023

Date of Expiry / Cpok roasoctu : 10/2028

Analysis performed according ND / Ananu3 nposegen mo HJ[: I1 N011252/01-160123

6 |Related substances /

Method 1/ Meton 1

PojicTBeHHbIE NPUMECH 0.0003%

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

4-amuHOGpeHON (MpUMeECh MapaleTamorna)
- He 6onee 0,005 %

IIpumeuanune: IIpoaykT cooTBETCTBYET TpeboBanusm HJT

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlro6as €IMHUYHAs IpUMECh
(ubynpodeHa uiaM napaleramosia) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /
Cymma npumeceit (Meton 1 + Merop 2)
- He 6onee 0,7 %
9 |Water / Bona 1.6% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarotosnexo: [Tposepeno: Rama kant Onobpeno: Menemxep / Pykosoaurens
Kushal Kumar/ js4 ) Amit Kumar N
> >
Reprint Date:. Reprint Date: ' Reprint Date:
Hata: 07.12.2023 Hara: 07.12.2023 Hata: 07.12.2023
istored Officer 8-1-337, Read Ne, 3, Banjara Hills, Hyderabad - 500024, Telangana, India

o, Empil mail@arieddys.cqm
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Dr.Reddy’s !}'

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Page 4 0of 6/ CTp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykana®, TabJeTKH, NIOKPbITHIE MJ1eHOYHOi1 000J104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302293

Batch Quantity / Oobem nmapTuu : 752.15 Kg

Analytical Report No / Ananurnyeckuii oryer Ne :
040002320806

Date of Analysis / JlaTa ananu3a: 07.12.2023

Date of Manufacture / laTta npouzBoactsa : 11/2023

Date of Expiry / Cpok rognocrs : 10/2028

Analysis performed according ND / Ananu3 nposexen mo H/I: ITN011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOAHOCTD Acceptance value (AV) should be not

JIO3UPOBAHHUS 1.0 more than 15.0 /

- Ibuproten /ubynpoden llokazatens npuemMieMocTH (AV) 10mKeH
OBITEL He Oonee 15,0

- Paracetamol/ 1.0 Acceptance value (AV) should be not

napaueTramoln more than 15.0 /
[Tokazarens npuemneMocty (AV) nomxeH
ObITH He 6osee 15,0

11 |Microbiological purity /

Mukpobuonoruyeckas

yucrora*

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

microbial count / He 6onee 1000 KOE/r

Ob61ee yncno

a3pOOHBIX

MHKPOOPTaHU3MOB

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

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

/ Obuiee yucno

JIPOIOKEBBIX H

TJIECHEBBIX IPUOOB

¢) L. coli NA Shall be absent in 1g / OTcyTcTBHC B

Ir

Remarks : The Product conforms to ND/
ITpumeyanne: [Iponykr coorserctyeT TpeboBanusM HJL

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Jara: 07.12.2023

Jara: 07.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroroBnexo: [IpoBepeHo: Rama kant OnobpeHo: Menemxep / Pykopoautens
Kushal Kumar@,f— \_yﬁl' Amit Kumar ~

Reprint Date:. Reprint Date: Reprint Date:

Hara: 07.12.2023




Dr.Reddy’s “!'.

CERTIFICATE OF ANALYSIS

Dr, Beddy's Laporatories Lid
Formulation Umit-6
[, Maiagarh Road, Raddj,

, HLE, 178 205, IMBA

Vill, K
Distd

Lg

\. .”.’,,“,‘,‘ L

CEPTUOHKAT AHAJIN3A

Page Sof 6/ Crp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HOoykauH®, TabjaeTKH, NOKPbITHIE IVIEHOYHOH 000/104K0ii, 400 Mr + 325 mr
Batch No / Cepus Ne : V2302293 Batch Quantity / O6bem naptuu : 752.15 Kg
Analytical Report No / AHannTHyecKkuii oTyer Ne : Date of Analysis / Jlata ananusa: 07.12.2023
040002320806
Date of Manufacture / lata npousBoacta : 11/2023  |Date of Expiry / Cpoxk rognoctn : 10/2028
Analysis performed according ND / Ananu3 nposegen mo H/I: II N011252/01-160123
12 |Assay/ 397.0 mg/397.0 Mmr From 360.0 to 440.0 mg of CisHis0,
KonunuectBeHHoe (Ibuprofen) per tablet /
ornpeeseHue Or 360,0 mr mo 440,0 mr C;3Hi30;
(ubynpocden) B TabneTke
326.97 mg/ 326.97 mr From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /
Ot 292,5 mr mo 357,5 mr CsHoNO>
(nmapaueTtamolt) B TabneTke
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. / Ilo 10 tabnerox B [IBX/Al
tabnetok B [IBX/Al 6nuctep. [To1 |6auctep. ITo 1, 2 wnu 20 6auctepoB B
6aucTepy B Ma4Ky KapTOHHYIO |MauKy KapTOHHYIO BMECTe c
BMECTE C  HUHCTPYKUHMEH 1O |MHCTPYKLHEHN IO MPUMEHEHHMIO.
IIPUMEHEHHIO.
14 | Labeling / MapkupoBka| According to ND. / B cootBercteuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temnepatype He Bbile 25 °C.
16 | Shelf life / Cpok 5 years / 5 ner
TONHOCTY

* 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. / [IpoBoANTCSI TPOM3BOAUTENEM IIPU
BBIIYCKE TIEPUOIMYECKHU: s Kaxaod 20-0if cepun win He meHee 1 pasa B rof. Ilokazarens MoxeT ObITh

HE BKIIIOYEH B CepTUGUKAT aHAIU32 QUPMBI

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanue: IIpoaykt coorBercTByeT Tpebopanusam HJ[ | 3akmodyenue: OJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
HoanoaneHo:fﬁ Ilposepero: Rama kant Onobpeno: Menemxep / Pykopogurens
Kushal Kumar( ™ MAQ: Amit Kumar “\—

Reprint Date:. Reprint Date: ' Reprint Date:

Jara: 07.12.2023 Jata: 07.12.2023 JlaTa: 07.12.2023

1 SO
Registered Difica

3-2-337, Nead No. 2, Ranjara Hills, Hyderabad - 560
2800, Fay #8140 24
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Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Page 6 of 6/ Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HUG6yxkanH®, TabeTKH, NOKPBLIThIEe NVIeHO4HOii 060,104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302293

Batch Quantity / O6bem napTuu : 752.15 Kg

040002320806

Analytical Report No / Ananutnyeckuii oruyer Ne :

Date of Analysis / lata ananu3a: 07.12.2023

Date of Manufacture / Jlata npousBoacrsa : 11/2023

Date of Expiry / Cpok rogsoctu : 10/2028

Analysis performed according ND / Ananns nposesed no HJI: [T N011252/01-160123

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

Ibuprofen / U6ynpodeH

Paracetamol / [Tapaneramon

Homep cepuy npoH3BOAUTEISA
APC:

API manufacturer batch number /

PIBM230358

0419/23-24

FP Manufacturer API Batch
number /

Homep cepun cy6cTaHIHU
npoussoautes I'JID:

FEQA00452

FEQAO00406

IIponspogurens ADC, cTpana:

API Manufactured by & country /

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caitencus Jlumuren,
Nupus

Sri Krishna Pharmaceuticals Ltd.,
India / IlIpn Kpuina
®dapmackrorkanc Jita., Uuaus

Remarks : The Product conforms to ND/
Ilpumeuanne: [Ipoaykt coorBeTcTByeT TpebopaHusam HJI

Opinion : APPROVED
3aknarouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroToBneHo: [TpoBepeno: Rama k';?t Ono6peno: Menemkep / PykoBoaurenb
Kushal Kumar’@ Amit Kumar s

Reprint Date:. Reprint Date: ' Reprint Date:

Jara: 07.12.2023 JlaTta: 07.12.2023 Jara: 07.12.2023




