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Hoykanu®, Tabaern,

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MOKpbIThIE I1EHOYHOM obonoucoii, 400 mr + 325 Mr

Batch No / Cepust Ne : V2301827

Batch Quantity / O6bemM napriim : 761.55 Kg

040002179609

Analytical Report No / Ananuruyueckuit oT4eT Ne:

Date of Analysis / {aTa anann3a: 12.10.2023

Date of Manufacture / lata npou3zsoacrsa : Sep.2023

Date of Expiry / Cpox roauocts : Aug 2028

Analysis performed according ND / Ananus nposejes 1o HJL: T1 N011252/01-160123

No  |Test/ IToka3aTeab

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the  cross-section../  Tabnetku
Karcy/loBHAHOK (GOpMbI, TOKPBITHIE
MJIEHOYHOH O00OJIOYKOH OpaHXeBoro
IIBETa, C PUCKON Ha ONHOH CTOPOHE;
Ha TIONEpeYHOM paspese — SApPO
6enoro 1(BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / TaGnerku
KarcynoBuHOH  QOPMBI,-  TIOKPBIThIE
mnenounoll  000M0UKOH — OPaHXKEBOro

1BETa, C PHCKOW Ha OJIHOW CTOpOHE; Ha
[omepeyHoM paspese — Sapo 6enoro wu
noyTy 6enoro yBera.

2 |Identification /
TloMIMHHOCTE

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 ylepXKUBaHUS OCHOBHBIX TTHKOB

Ha XpomaTtorpaMMme UCTIBITYEMOI'O
pacTBopa JIOJIKHBI COOTBETCTBOBATH
BpE€MEHaM YACp>XHUBAHUA NMUAKOB HA

XpoMaTorpaMMe DacTBOpa CTaHAApPTHBIX
o6pasiioB ubynpodena ¥ napaneramona

Tpumedanne: [IPOAYKT COOTBETCTRYET TPEOOBAHMAM HII

(pasgmen «KonuuecTBeHHOE
onpeaeneHnes)
3 |Average tablets weight 971.8 mg/971.8 Mr From 9409 mg to 999.1 mg

Cpennsist Macca (970.0 mg+3.0 %) /

TabJIeTOK Or 940,9 MI IO 999,1 MT
(970,0 mr £ 3,0 %)

Remarks : The Product conforms to ND/ Opinion : APPROVED
3axmoyenne;: OJOBPEHO

Prepared by /
[MoaroTtoBiaeHO:
Ankaj Verma /\ P

-

Checked by /
TMposepeno: Rama kant

Approved by: Manager/Executive/
Onobpeso: Menexep\ Pykoponuresb
Abhishek Chauhan

|\

-

Reprint Date:
Jara: 12.10.2023

Qupatl”
Reprint Date:

Jara: 12.10.2023

Reprint Date:
Jlara: 12.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 4C 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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 ANALYSISwww.drreddys.com
CEPTUOUKAT AHAJIH3A

Page20f6/Crp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyknuu®, TabiaeTki, MOKPLITHIC IEHOYHOI 06oa0uKoii, 400 mr + 325 Mr

Batch No / Cepus Ne : V2301827

Batch Quantity / O6nem mapTun : 761.55 Kg

Analytical Report No / AHaadaTHYecKui oT4eT No :
040002179609

Date of Analysis / {ata aranu3a: 12.10.2023

Date of Manufacture / lata npousBoacrsa : Sep.2023

Date of Expiry / Cpok rognocti : Aug.2028

Analysis performed according ND / Anann3 nposenen mo HJI: [1 N011252/01-160123

4

Disintegration /
PacrnianaeMocTs

06 min 45 sec/ 06 MuH 45 cex

Not more than 30 min /
He 6onee 30 MuH

Dissolution /
Pacteopenue

98 % To 102 %

98 % to 100 %

Not less than 70% (Q) of C3H;0;
(Ibuprofen) after 30 min /

He w™emee 70 % (Q) Ci3Hi0:
(n6ynpoden) uepes 30 MUH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /

He MEHEE 70 % (Q) CgHgNOz

(mapanetamon) yepes 30 MUH

Remarks : The Product conforms to ND/
IIpumeuanne: Ilpoaykr coorBercTByeT TpeboBaHuaM HJ

Opinion : APPROVED
3akaruenne: OJJOGPEHO

Hara: 12.10.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: ITpoepeHo: Rama kant Onobpeno: Menemiep/ PykoBoaureins
Ankaj Verma - [ Abhishek Chauhan

o J LN J\\
Reprint Date: Reprint Date: ‘ Reprint Date:

Hara: 12,10.2023

Hara: 12.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2993, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Dr.Reddy’s Q::‘

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

vVill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSISwww.drreddys.com
CEPTHOUKAT AHAJTH3A

Page3 of 6 /CTp.3 w3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yrann®, Tabrerki, NOKPbITLIC naeHo4HoMH 060

nouKoii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301827

Batch Quantity / O6bem naprun : 761.55 Kg

040002179609

| Analytical Report No / AHAJIHTHYECKHU oTHeT Ne:

Date of Analysis / JlaTa ananusa: 12.10.2023

Date of Manufacture / lata npoussojcrsa : Sep.2023

Date of Expiry / Cpok roguocts : Aug.2028

Analysis performed according ND / Ananu3 nposejen 1o HJI: TIN011252/01-160123

6 |Related substances /
PoacTBeHHbBIE NPUMECH
Method 1/ Meton 1

Method 2 / Meton 2

BDL (Disregard Area 6978)

0.001%

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

4-amurOdeERON (MpUMECh MapalneTamona)
- ve Gonee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobast eNMHUYHAsA NPUMEChH
(ubynpodeHa wnM napaueramosia) - He
6ouee 0,3 %

Total impurities (Method 1+ Method 2)

0.001% - not more than 0.7 % /
Cymma npumeceit (Meroz 1 + Meton 2)
- ne 6onee 0,7 %
9 |Water/Bona 1.6% Not more than 5.0 %/
He 6onee 5.0 %

Remarks : The Product conforms to ND/
IHpumeaanue: IIpoayKT COOTBETCTBYET rpeGosanunm HJL

Opinion : APPROVED
Zaxmouenue: OJJOBPEHO

Prepared by / s
ToarotosneHo:  /, )
Ankaj Verma (h i

Checked by /

[Iposepeno: Rama kant

o

Approved by: Manager/Executive/
Onobpeno: Menewiep / PykoBoauTe b
Abhishek Chauhan &A

=~

Reprint Date:
IMara: 12.10.2023

Reprint Date:

Tara: 12.10.2023

Reprint Date:
HNara: 12.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 29383, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSI
CEPTHOUKAT AHAJTA3ZA

Dr. Reddy's Laboratories 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

Page4 0of 6/ Ctp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

H6yKauH®, Ta61eTKH, IOKPBITHIE NIeHoYHOM 06oa0uKoii, 400 mr + 325 mr

Batch No / Cepust Ne : V2301827 Batch Quantity / O6nem naptau : 761.55 Kg
Analytical Report No / AnanuTudeckuii oryer Ne : Date of Analysis / JlaTa anamuza: 12.10.2023
040002179609

Date of Manufacture / JIata nponsBojacrsa : Sep.2023 |Date of Expiry / Cpok rogHocTH : Aug.2028

Analysis performed according ND / Anasus nposegen no HI: ITNO1 1252/01-160123

10 |Uniformity of dosage
units /
OnHOPOJHOCTH
103UpOBanus 2.0
- Ibuprofen /ubynpoden

- Paracetamol/ 1.9
napateramos

Acceptance value (AV) should be not
more than 15.0 /

[MokasaTens npueMiaeMocTH (AV) DomkeH
6bITH He Ooee 15,0

Acceptance value (AV) should be not
more than 15.0 /

[TokazaTensb npremiaeMocTd (AV) nosoxeH
6bITH He bonee 15,0

11 |Microbiological purity /
Muxkpobuonorugeckas
yuctota*

a) Total aerobic NA
microbial count /
Oburee yucio
aspobHBIX
MHMKPOOPTaHH3MOB

b) Total combined
yeasts and mould count NA
/ Obuice 1Heno
OPOAOKEBBIX H
IUIECHEBbIX rpuboB

¢) E. coli NA

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

Shall be absent in lg / OTcyTcTBHE B
1r

RemarKks : The Product conforms to ND/
Ilpumeuanne: IIPORYKT cOOTBETCTBYET Tpebosanusam HJI

Opinion : APPROVED
3axumouyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarororneHo: ITposepeHo: Rama kant Opno6peHo: Menemidp / PykoBonurensb
Ankaj Verma ﬁ\ ,QML " Abhishek Chauhan | \

Reprint Date: Reprint Date: o Reprint Date:

Jara: 12.10.2023 Jara: 12.10.2023 Jara: 12.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUOUKAT AHAJIU3A

Page50f6/Ctp. 536

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
U6yxann®, Tab1eTKH, TOKPLITHIE NIEHOYHOI 06oo4Keii, 400 Mr + 325 Mr
Batch No / Cepust Ne : V2301827 Batch Quantity / O0sem maprun : 761.55 Kg
Analytical Report No / AHannTHaecKkui otuer No : Date of Analysis / lata anannza: 12.10.2023
040002179609
Date of Manufacture / lata npoussoactsa : Sep.2023 |Date of Expiry / Cpok ropsocts : Aug 2028
Analysis performed according ND / Anasus npogegen mo HJI: ITN011252/01-160123
12 |Assay/ 398.7 mg / 398.7 Mr From 360.0 to 440.0 mg of C,3H;s0;
KonuuectsenHoe (Tbuprofen) per tablet /
onpeaeseHue Ot 360,0 mr go 440,0 mMr C;3H;s0;
(ubynpoden) B TabseTke
321.98 mg/321.98 mr From 2925 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /
Ot 292,5 mr mo 357,5 mr CsHoNO:
(napaueramon) B TabneTke
13 | Package / YnakoBxa 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/A] 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. / ITo 10 Tabnerok B IIBX/Al
tabrerox B [IBX/Al 6nuctep. [To 1 |6anctep. Ilo 1, 2 unu 20 Giucrepos B
OnucTepy B DNayky KapTOHHYIO |Iauky KapTOHHYO BMECTE c
BMECTE C  MHCTpPYKUMEH IO |HHCTPYKUUEH MO NPUMEHEHHIO.
[IPUMEHEHHUIO.
14 | Labeling / Mapkuposka | According to ND. / B coorserctuu ¢ H]I,
15 | Storage conditions / At temperature not more than 25 °C./
XpaHeHne ITpu Temnepatype He Bole 25 °C.
16 | Shelf'life / Cpok 5 years / 5 ner
TOTHOCTH

* 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. / [IpOBOAUTCS IPOU3BOAUTEIICM NPH
BBLINYCKE MEPUOAMYECKHU: 1A kaxaoi 20-0if cepuu Mnu He MeHee 1 pa3a B rox. Ilokasarens MOXeET OBITH
He BKJIIOYEH B cepTH(dHKaT aHann3a GUpMb!

Remarks : The Product conforms to ND/ Opinion : APPROVED

Hpumeuanne: [IpoaykT coorseTcTBYeT Tpebosanuam HJ[ | 3axmogenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
TloarorosneHo: [Tpoeepeno: Rama kant OpnobpeHo: Menenxep / Pykosoauresbs
Ankaj Verma ﬁ @_\. ul&"’/d_ Abhishek Chauhan

Reprint Date: Reprint Date: Reprint Date:

Mara: 12.10.2023 Hara: 12.10.2023 Hata: 12.10.2023

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: L85155AP1384PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

Page 6 of 6/ CTp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, Ta0NeTKH, NOKPLITHIE NIeHOYHO# 060m04Koif, 400 Mr + 325 mr

Batch No / Cepusa Ne : V2301827

Batch Quantity / O6rem napruu : 761.55Kg

040002179609

Analytical Report No / AnanutTh4yecknit oryer Ne :

Date of Analysis / lata ananu3a: 12.10.2023

Date of Manufacture / JlaTta npoussoactsa : Sep.2023

Date of Expiry / Cpok roguocth : Aug.2028

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

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

Ibuprofen / U6ynpoder

Paracetamol / Ilaparieramon

API manufacturer batch number /
Homep cepuu nNpou3BOAHTEIS
ADC:

PIBM230185

4059/23-24

FP Manufacturer API Batch
number /

Homep cepun cyOcTaHUHH
nponsBoauTens I'JIP:

FEQA00299

FEQA00244

API Manufactured by & country /
Ipoussoaurtens APC, crpana: -

Solara Active Pharma Sciences
Limited, India / Conapa Oxrus
dapma Catiencuns Jlumures,
Wnpus

Sri Krishna Pharmaceuticals Ltd.,)
India / ipu Kpumna
QapmaceroTrkanc JItn., Uaaus

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Tponykt cootBeTcTBYeT TpeboBanuam HII | 3akmouenne: OIOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
Iloprotosneno: - [IpoBepeno: Rama kant Onobpeno: Meunenxdp / Pykopoautens
Ankaj Verma //R - W Abhishek Chauhan L \
Reprint Date: Reprint Date: Reprint Date:

Harta: 12.10.2023 Hava: 12.10.2023 Hara: 12.10.2023

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




