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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabJeTKH, IOKPbITHIE IJIeHOYHOH 000104K0i, 400 Mr + 325 mMr

Batch No / Cepusi Ne : V2302495

Batch Quantity / O6bem maptuu : 767.0 Kg.

040002353170

Analytical Report No / AHanuTHuyeckuii oryer Ne :

Date of Analysis / /laTa ananusza: 28.12.2023

Date of Manufacture / /lata npousBoacrna : 12/2023

Date of Expiry / Cpok rogsoctu : 11/2028

Analysis performed according ND / Ananu3s nposenen mo HJI: I1 N011252/01-160123

Ne |Test / Iloka3zarenn

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Omnucanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KancynoBUIHONR (DOpPMBI, MOKPBITHIE
TUIEHOYHOH 060JI04KO0#i OpaHXeBOro
I[BeTa, C PUCKOI Ha OJHOM CTOpOHE;
Ha [ONEpPEeYyHOM paszpe3e — SApo
fenoro LBera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KancynoBUOHOH  GOpPMBI,  NOKpPBHITEIE
TUIEHOYHOH  O0OJIOYKOH  OpaHXeBOro
L[BETa, C PUCKOH Ha OJHOH CTOpOHE; Ha
TNIOTIEPEYHOM paspese — siApo Oeoro uiu
noytu 6enoro LBera.

2 |Identification /
IMoaMHHOCTH

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 ynepuBaHHUS OCHOBHBIX MHKOB
Ha XpomarorpaMmme HCITBITYEMOTO
pacTBopa  JIOJDKHBI ~ COOTBETCTBOBATH
BpeMeHaM  yIEp)KHBaHWs THKOB  Ha
XpOMATOrpaMMe pacTBOpa CTAHIAPTHBIX
obpasuoB ubynpodeHa u mnapaieramorna
(paznen «KonuyecTBeHHOE
onpeneaecHUue»)

3 |Average tablets weight
Cpenusist Macca
TabneTox

969.2 mg / 969.2 mr

From 9409 mg to 999.1
(970.0 mg £+ 3.0 %) /
Or 940,9 wmr

(970,0 mr + 3,0 %)

mg

J0 9991 Mr

Remarks : Th¢ Product conforms to ND/
TTpumennnue: Ipoaykrt cootnetrcrpyer Tpefoparam HIT

Opinion : APPROVED
3akmouenne: OJJOBPEHO

Hara: 28.12.2023

Hara: 28.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: [Iposepero: Santosh Kumar | Ono6Gpeno: Menemiep / Py OBO/IHTENE
Ankit Maurya &/ Manoj Kumar \l{ !

)0 it
Reprint Date: - Reprint Date: Reprint Date:

Hata: 28.12.2023
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, Tab1eTKH, NOKPLITHIE MVIEHOYHOI 060/104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302495

Batch Quantity / O6bem maptun : 767.0 Kg

040002353170

Analytical Report No / AHanuTHYeckHii oTyeT Ne :

Date of Analysis / /laTta ananu3a: 28.12.2023

Date of Manufacture / JlaTta npoussoactsa : 12/2023

Date of Expiry / Cpok rogsocrs : 11/2028

Analysis performed according ND / Anasm3 npoBegen no H/I: TI N011252/01-160123

4 |Disintegration /
PacmagaeMocth

06 min 30 sec/ 06 muu 30 cek

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
PactBopeHnue

98 % To 102 %

97 % to 102 %

Not less than 70% (Q) of Ci3sHis0,
(Ibuprofen) after 30 min /

He w™enee 70 % (Q)
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wMernee 70 % (Q)
(napageramon) uepes 30 MUH

Ci3H130:

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipogykt coorsercTByeT TpeboBaHusm HJ{

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / " | Checked by / Approved by: Manager/Executive/
Iloarorosnexo: [Tposepeno: Santosh Kumar | Onobpeno: Menemkep / PykoBoaurens
Ankit - Maurya (S Manoj Kumar )

Reprint Date: Reprint Date: Reprint Date: ,};) Y (uj{

Hara: 28.12.2023 Harta: 28.12.2023 Hara: 28.12.2023 =

CIN: LE5I95AFIS84PLCOOAE0Y
WWW.GTrEddys.com

T dond o 3, Baniara Hills, Hycorabad - 500034, Tzlangana, Indin
{ 1 -+01 40 1800 2929, Emeil: mailiddrreddys.com
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Distt. Solan, H.P., 173 205, INDIA
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyknnu®, Ta61eTKH, NOKPHIThIE MJIEHOYHO# 000104K0ii, 400 Mr + 325 Mr

Batch No / Cepnst N : V2302495

Batch Quantity / O6bem naprum : 767.0 Kg

040002353170

Analytical Report No / AHaanTH4yeckuii oTyer Ne : Date of Analysis / laTa ananuza: 28.12.2023

Date of Manufacture / Jlata npoussoacrsa : 12/2023 | Date of Expiry / Cpok rogsoctn : 11/2028

Analysis performed according ND / Anaju3 nposeaen mo HJ[: [T N011252/01-160123

6 |Related substances /
PoncteeHHble TpUMECH

Method 1/ Metop 1

Method 2 / Meton 2

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

4-amuHodeHOoN (IpUMeCh NlapalleTaMmona)
- He 6onee 0,005 %

0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eMHUYHAs IPUMEChH
(ubynpodena unu mnapalneramona) - He
6oiee 0,3 %

Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 % /

Cymma npumeceit (Meton 1 + Meton 2)
- »e donee 0,7 %

9 |Water / Bona 1.5% Not more than 5.0 % /
He 6oiee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cooTseTcTByeT Tpebopanusam HJI | 3axmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: A [IpoBepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBoauTens
Ankit Maurya Manoj Kumar o )
L Nl Y]

Reprint Date: Reprint Date: Reprint Date:
Hara: 28.12.2023 Jara: 28.12.2023 Jara: 28.12.2023

Rezgisterad Oflice: ©-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Telr+21 49 .300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LE5195AP1984PLCO04507
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
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyknnH®, Ta61eTKH, NOKPbITHIE MJIEHOYHOi 000104K0H, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2302495

Batch Quantity / O6nem napruu : 767.0 Kg

Analytical Report No / Ananurudyeckuii oTder Ne :
040002353170

Date of Analysis / laTta ananu3a: 28.12.2023

Date of Manufacture / lata nponsBoacrsa : 12/2023

Date of Expiry / Cpok roguocTh : 11/2028

Analysis performed according ND / Ananu3 nposeaen no HJI: [1N011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOJHOCTD Acceptance value (AV) should be not

JIO3MPOBAHMUSI 1.3 more than 15.0 /

- Ibuprofen /ubynpoden ITokazatenp npremaeMoctd (AV) 1oJxcH
OBITH He bonee 15,0

- Paracetamol/ 1.2 Acceptance value (AV) should be not

napaneTamosn more than 15.0 /
[Toxazarens npuemieMoct (AV) nofmkeH
OBITE He 6oiee 15,0

11 |Microbiological purity /

Muxpobuonoruyeckas

yucrora*

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

microbial count / He 6onee 1000 KOE/r

Ob1ee yucno

a’pOGHBIX

MHKPOOPraHU3MOB

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

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

/ Ob1uee 4ucio

JIPOMOKEBBIX H

IIECHEBBIX TPUbOB

¢) E. coli NA Shall be absent in 1g / OrcyrctBHE B

Ir

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipogykr cooTBeTcTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3axmouenue: OJOBPEHO

Jara: 28.12.2023

JHara: 28.12.2023

Prepared by / : Checked by / Approved by: Manager/Executive/
[ToarotosneHo: A [MpoBepeno: Santosh Kumar | Opobpeno: Menemxkep / PyxoBoaurens
Ankit Maurya Manoj Kumar - /4

(M O : bped
Reprint Date: Reprint Date: Reprint Date:

Hara: 28.12.2023

530034, Telangana, !ndia
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykauu®, Tab/ieTKH, NOKPbITHIE ILIEHOYHO# 060J104K0i#, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302495 Batch Quantity / O6bem napruu : 767.0 Kg
Analytical Report No / Ananuruyecknii oryer Ne : Date of Analysis / Jlata ananusa: 28.12.2023
040002353170

Date of Manufacture / lata npousBoacrea : 12/2023 | Date of Expiry / Cpok rogxocty : 11/2028

Analysis performed according ND / Anann3 npoBeaen mo HJI: T1N011252/01-160123

12 |Assay/ 397.8 mg/397.8 Mr From 360.0 to 440.0 mg of C;3H;50,
KonunuectBenHoe (Tbuprofen) per tablet /
omnpeseneHue Ot 360,0 mMr pmo 440,0 mr C;sHisO»
(ubynpocdeHn) B TabneTke
322.77 mg/322.77 mMr From 292.5 to 357.5 mg of CsHoNO,

(Paracetamol) per tablet /

Or 292,5 mr go 357,5 mr CgHyoNO;
(napaueramo) 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. / I[To 10 Tabnerox B [IBX/Al
tabnetok B [IBX/Al 6nuctep. [To 1 |6auctep. Ilo 1, 2 unu 20 6aucrepoB B

Onucrepy B MaykKy KapTOHHYIO |[AYKy KapTOHHYIO BMECTE c
BMECTE C  MHCTPYKUMEH 1O |MHCTPYKUMEH IO IPUMEHEHHIO.
NIPUMEHEHHUIO.

14 | Labeling / Mapkuposka| According to ND. / B cootsercteuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /

Xpanenue [Ipu Temnepatype He Bbiue 25 °C.
16 | Shelf life / Cpox 5 years / 5 net
TOJIHOCTH

* 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 npou3BoauTENEM MpH
BBIIIYCKE MEPUOJNYECKH: [Uisl kaxkaoi 20-oi cepuu unu He MeHee 1 pasza B roj. Ilokaszatenb MoXeT ObITh
He BKJIIOUEH B cepTU(UKAT aHaIu3a GUPMBI

Remarks : The Product conforms to ND/ Opinion : APPROVED

ITpumeuanne: [Tpoaykt coorsercTByeT TpeboBanusam H] | 3akmouenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Moarotoeneno:  /,/ ITposepeno: Santosh Kumar | Ono6peno: Menemxep / PykoBoaurens
Ankit / /\ \ " | Maurya Manoj Kumar = /

Reprint Date: Reprint Date: Reprint Date:

Hara: 28.12.2023 Hata: 28.12.2023 Jara: 28.12.2023
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd,
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CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTUD®UKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykanH®, TabneTKH, MOKPHITHIE IIEHOYHOi 060/109K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302495

Batch Quantity / O6vem napruu : 767.0 Kg

040002353170

Analytical Report No / AnaanTHueckuii oryer Ne :

Date of Analysis / laTta ananu3za: 28.12.2023

Date of Manufacture / laTa npousBoacrsa : 12/2023

Date of Expiry / Cpok rognocru : 11/2028

Analysis performed according ND / Anasn3 npoeejen mo H/I: IT N011252/01-160123

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

Ibuprofen / U6ynpoden

Paracetamol / TTapaueramon

API manufacturer batch number /

Homep cepuu npousBoauTe. ISt PIBM230373, PIBM230376 0835/23-24
ADC:

FP Manufacturer API Batch

mumbery FEQA00481, FEQA00536 FEQA00566

Howmep cepun cyocTannuu
npoussoaunTess LJID:

API Manufactured by & country /
ITpoussoautens A®C, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTus
®apma Caitencus Jlumuren,
WUnnus

Sri Krishna Pharmaceuticals Ltd.,
India / pu Kpuuza
®dapmacsrotukanc Jita., Uaaus

Remarks : The Product conforms to ND/
I pumeuanue: Ipoaykr cootBerctByer Tpe6oBanusam HJI

Opinion : APPROVED
3aknrouyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Toarorornexo: / ITIposepeno: Santosh Kumar | Ono6peno: Menemxkep / Pykosoautens
Ankit A, Maurya  (§© Manoj Kumar L) f

el - (e
Reprint Date: Reprint Date: Reprint Date:
Hara: 28.12.2023 Hara: 28.12.2023 Hara: 28.12.2023
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