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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Moyknun®, Tab1eTkn, NOKPLITHIE IUIEHOYHOH 060/104K0il, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301824

Batch Quantity / O6bem naprun : 765.75Kg

040002137288

Analytical Report No / Ananurudeckuii oruer Ne :

Date of Analysis / laTa ananuza: 30.09.2023

Date of Manufacture / laTa npouseojacTsa : Aug.2023

Date of Expiry / Cpok rogsoctn : Jul.2028

Analysis performed according ND / Ananu3 nposenen mo HJI: 11 N011252/01-160123

Ne  |Test/ IToka3zateinnb

Results/ Pe3yabTaThl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetkn
KarncyNnoBUOHOH (GOpMBI, MOKPHITHIE
MJIEHOYHOH 000JI04KOH OpaHXKEBOrO
I[BeTa, C PUCKOIl Ha OJHOH CTOPOHE;
Ha TOIEepeuHOM paspese — sApo
6enoro LBeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KallCyMOBUIHON  (DOPMRBI,  TMOKPBITBIE
TUTIEHOUHOH  000JIOUKOH  OpaHXeBOro
1[BET4, C PUCKOH Ha OJHOW CTOpOHE; Ha
TIOTIEpEYHOM pazpese — sApo Oesioro uiu
MOUTH 6eJ10ro 1BeTa.

2 |Identification /

TT
LIOATIHMHHOCTD

Complies as prescribed/

CootseTcTBYET

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) /

BpeMmeHa ynepKUBaHUS OCHOBHBIX NHKOB

Ha XpoMmartorpamme HCIIBITYEMOI'O
pacTtBopa JOJKHBI COOTBETCTBOBATH
BpEMEHaM YACPpKHUBAHUS MMHUKOB Ha|

XpOMAaTOrpaMMe pPAacTBOPa CTAHAPTHBIX
obpazuoB ubynpodeHa W napaueramosa

(pazmen «KonnuecTBeHHOE
OIpeaeICHHUEY)
3 |Average tablets weight 966.8 mg / 966.8 mr From 9409 mg to 9991 mg
Cpennsist Macca (970.0 mg £+ 3.0 %) /
TabyieTok Or 9409 wmr pmo 9991 Mr

(970,0 mr = 3,0 %)

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr coorseTcTByeT TpeboBaHusm HJL

Opinion : APPROVED
3akmouenne: OJOBPEHO

Hata: 30.09.2023

Hara: 30.09.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotorneHo: [Tpoeepeno: Himesh Kumar Onobpeno: Meneuiep / PykoBogurens
Pardeep Kumar J/ C“\\ ~—, | Abhishek Chauhan A

Reprint Date:. Reprint Date: Reprint Date: ‘

Hara: 30.09.2023

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: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxaun®, TabneTkH, NOKPBITHIE MIEHOYHOH 000/104K0i, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301824

Batch Quantity / O6bem napruu : 765.75Kg

040002137288

Analytical Report No / AHaJIMTHYeCKHIi 0T4eT Ne :

Date of Analysis / JlaTa ananu3za: 30.09.2023

Date of Manufacture / [lTata npousBoacrsa : Aug.2023

Date of Expiry / Cpok rogsoctn : Jul.2028

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

PactBopenue

96 % t0 99 %

4 |Disintegration / 07 min 28 sec/ 07 mun 28 cek  |Not more than 30 min /
Pacnanaemocthb He 6onee 30 Mun
5 |Dissolution / 101 % To 105 % Not less than 70% (Q) of Cp;Hi30;

(Ibuprofen) after 30 min /

He wmenmee 70 % (Q)
(m6ynpoden) gepes 30 MHH
Not less than 70% (Q) of CiHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napaueramon) depes 30 MUH

Ci3H130:

CsHoNO,

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYeT TpeboBaHusMm HJL

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToarotoeneHo: [TpoBepeno: Himesh Kumar Onobpeno: Menemxgp / PykoBogurens
Pardeep Kumar ‘ — I _—. | Abhishek Chauhan /‘

-~ h {
Reprint Date:. Reprint Date: Reprint Date: ‘
Hara: 30.09.2023 Hara: 30.09.2023 Hara: 30.09.2023

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: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabieTkH, NOKPLITHIE MAEHOYHOI 060/104K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2301824 Batch Quantity / O6bem naptuu : 765.75Kg
Analytical Report No / AuanuTudyeckuii oryer Ne : Date of Analysis / laTa anann3za: 30.09.2023
040002137288

Date of Manufacture / Jlata npousBoacTBa : Aug.2023 |Date of Expiry / Cpok rognoct : Jul.2028

Analysis performed according ND / Auasm3 nposegen mo HJI: ITN011252/01-160123

6 |Related substances / : 4-aminophenol (paracetamol impurity)
PoncTeeHHbBIE TPUMECH 0.0001% - not more than 0.005 % /

Method 1 / Merog 1 4-amuHogeHoN (IpUMech NapaleTaMona)
- He 6oitee 0,005 %

Method 2 / Meton 2 BDL (Disregard Area 6894) Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JTrobas eqMHUYHAS IpUMech
(ubynpodena mnu napaieraMmona) - He
6onee 0,3 %

Total impurities (Method 1+ Method 2)
0.0001% - not more than 0.7 % /

Cymma npumeceit (Mertoa 1 + Merog 2)
- He 6onee 0,7 %

9 |Water/Boga 1.6% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanne: [Ipoaykt cootBercTBYeT Tpebopanusm HJ[ | 3axmouenne: ONIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneHo: [Iposepeno: Himesh Kumar Opnobpeno: Meneukgp / PykoBonuress
Pardeep Kumar Qf——/ — 5 —— | Abhishek Chauhan

Reprint Date:. Reprint Date: Reprint Date:

Hara: 30.09.2023 Jlara: 30.09.2023 Hara: 30.09.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaun®, TabaeTKH, NOKPbITHIE INIEHOYHOH 060/10uK0i, 400 Mr + 325 mr

Batch No / Cepuss Ne : V2301824

Batch Quantity / O6bem naptuu : 765.75Kg

040002137288

Analytical Report No / ARanuTu4eckuii oTder Ne :

Date of Analysis / IaTa anamuza: 30.09.2023

Date of Manufacture / lata npon3BojcTBa : Aug.2023

Date of Expiry / Cpok rognoctu : Jul.2028

Analysis performed according ND / Anasin3 nposeaen no HJI: 11 N011252/01-160123

10 |Uniformity of dosage

lr

units /

ONHOPOOHOCTH Acceptance value (AV) should be not

JIO3UPOBAHHUs 1.0 more than 15.0 /

- Tbuprofen /ubynpoden Ilokazatens npuemneMocTd (AV) nomkeH
OBITH He Goee 15,0

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

napaueTamolt more than 15.0 /
[Tokasatens npuemaeMocti (AV) nomkeH
ObITH He 6onee 15,0

11 |Microbiological purity /

Mukpobuoaorudeckas

yuctoTa*

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

microbial count / He 6onee 1000 KOE/r

O61uee yucio

a’poOHBIX

MHKPOOPTaHH3MOB

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

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

/ Ob1uee yucio

JIPOMOKEBBIX U

IJIECHEBBIX IPUOOB

¢) E. coli NA Shall be absent in lg / OtcyTtciBUe B

Remarks : The Product conforms to ND/
IIpumevanue: [IponykT coorBercTByeT TpeOoBanusam HJ|

Opinion : APPROVED

3akmouenue: OJJOBPEHO

Prepared by /
IToarotosneHo:
Pardeep Kumar

—

Checked by /

Iposepeno: Himesh Kumar

R

AN

Reprint Date:.
Hara: 30.09.2023

Reprint Date:

Jara: 30.09.2023

Approved by: Manager/Executive/

Ono6peno: Mexeax
Abhishek Chauhan

Reprint Date:
Hara: 30.09.2023

/ PykoBogureins

1

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: L85195AP1984PLC0O04507
www.drreddys.com




[ 1)
Dr.Reddy’s ‘,’.‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIHU3A
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[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoyxknuu®, TabieTKH, NOKPLITHIE IJIeHOYHOoH 000/104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301824

Batch Quantity / O6bem maptuu : 765.75Kg

040002137288

Analytical Report No / Ananurnyecknii oruyer No : Date of

Analysis / laTta anammza: 30.09.2023

Date of Manufacture / Jlata npousBojcTea : Aug.2023 |Date of

Expiry / Cpok rogaoctu : Jul.2028

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

12 |Assay/
KonmyecTBeHHOE
onpeneneHue

405.6 mg / 405.6 mr

322.73 mg / 322.73 mr

From 360.0 to 440.0 mg of Ci3Hi50:
(Tbuprofen) per tablet /

Or 360,0 mr go 440,0 mr C;3sHis0;
(ubynpoden) B Tabnerke

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

Ot 2925 mr po 357,5 mr CsHoNO;
(napaueramo) B TabneTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [lo 10
tabnerok B [IBX/Al 6auctep. ITo 1
6nucrepy B TA4Ky KapTOHHYIO
BMECTE C  HMHCTPYKUUEH 10

[IPUMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton, / TTo 10 Tabnerox B ITRX/Al
6nuctep. Ilo 1, 2 umu 20 6aucTepoB B
nauky KapTOHHYIO BMECTE c
HMHCTPYKLIUEH MO MPUMEHEHHUIO.

14 | Labeling / MapxupoBska

According to ND. / B cooTBeTCTBH

u ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue IIpu Temneparype He Bbie 25 °C.
16 | Shelf life / Cpox 5 years /5 ner
COJTHOCTH

* 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. / [IpoBoguTCSl POU3BOAUTENEM NPU
BBIIIYCKE MIEPUOJIUYECKY; Ans KaxaoH 20-off cepud wiM He MeHee 1 pasa B roj. [lokazaTens MOXET ObITh
He BKJIOUEH B CepTH(HUKAT aHaNN3a GUPMBI

Remarks : The Product conforms to ND/
ITpumeyanue: I1ponykT cooTBeTCTBYET TpeboBaHusm HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[NoaroroBneHo: ITposepeno: Himesh Kumar Ono6peno: Menemyep / Pykosoautens
Pardeep Kumar fo,. QT | Abhishek Chauhan Q

\ ,
Reprint Date:. Reprint Date: Reprint Date:
Hara: 30.09.2023 Hara: 30.09.2023 Hara: 30.09.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 6 of 6 / C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykauu®, Tab61eTKH, NIOKPHITHIE IIeHO4YHOoI 060J104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301824

Batch Quantity / O6nem napTuu : 765.75Kg

040002137288

Analytical Report No / AnannTu4yeckuii oTder No :

Date of Analysis / [laTa ananu3za: 30.09.2023

Date of Manufacture / JlaTa npoussogcrsa : Aug.2023

Date of Expiry / Cpok rogHoctu : Jul.2028

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

API name (INN) /
Haumenopauue AOC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / Ilapaueramon

API manufacturer batch number /
Homep cepun npou3BogHTeIA
ADC:

PIBM230173

4057/23-24

FP Manufacturer API Batch
number /

Homep cepun cybecrannuu
npou3ssoauTens I'JID:

FEQA00296

FEQA00242

API Manufactured by & country /
IIpousBoautens ADC, cTpana:

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

Sri Krishna Pharmaceuticals Ltd.,
India / Ulpu Kpuiina
®apmacktotukanc Jita., Uaaus

Remarks : The Product conforms to ND/
IIpumeuanune: IIpogykT cooTBeTCcTBYET TpeboBaHusImM HJI

Opinion : APPROVED
3akiouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[HoarorosneHo: ITpoBepeno: Himesh Kumar Onobpeno: Menemxep / PykoBoautenn
Pardeep Kumar o!;, ey _—,| Abhishek Chauhan l \

< ~J \‘
Reprint Date:. Reprint Date: Reprint Date:
JHara: 30.09.2023 JHara: 30.09.2023 Hara: 30.09.2023

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: L85195AP1984P1.C004507
www.drreddys.com




