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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabaeTKH, NOKPHIThIE ILIEHOYHOH 060104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302493

Batch Quan

tity / O6bem maptuu : 762.9 Kg

040002357326

Analytical Report No / AHaanTH4YecKkuii oTyer Ne :

Date of Ana

lysis / Jlata ananu3a: 28.12.2023

Date of Manufacture / lata npoussoacrsa : 12/2023

Date of Expiry / Cpok rognocts : 11/2028

Analysis performed according ND / Ananu3s nposenes no HI: TIN011252/01-160123

No Test / Iloxa3aTeanb

Results/ PesyasTaThl

Specification / Hopma

1 |Description/ Onucanue

the

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at

KarcynoBULHOU (OpMBI, MOKpBITHIE
IUIEHOYHOH 000JIOUKOH OpaHKEBOTO

cross-section. ./

tdopmbl,
00004KOH

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
Tabnerku |core at the cross-section. / TabneTku
KarncyJoBUIHON
JICHOYHOU

TIOKPBIThIE
OPaHXeBOTo

1IBeTa, C PUCKOI Ha OJHOH CTOPOHE;
—  A7po

Ha [IONEPEYHOM paspese
6eJioro uBeTa.

I[BETA, C PUCKOH Ha OIHOM CTOpOHE; Ha
MONEpeyHOM paspese — sapo 6esoro unu
o4ty 6eNoro LBeTa.

2 |Identification /
TlomnuHHOCTH

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) /
BpeMena ynepxuBaHHs OCHOBHBIX IIHKOB
Ha xpomarorpaMmme UCIIBITYEMOTO
pacTBOpa  JO/DKHBI ~ COOTBETCTBOBATDH
BpEMEHaM  yAepXHBaHMi IIMKOB  Ha
XpOMaTorpaMMe pacTBopa CTaHAAPTHBIX
obpasuoB ubynpodeHa M napaueramona
(pazmen «KonuuecTBEHHOE
OTIPEHCIIEHHE))

Cpennsas macca
TabneTox

3 |Average tablets weight

968.2 mg / 968.2 Mmr

From 9409 mg to
(970.0 mg £ 3.0 %) /

Or 9409 wMr o
(970,0 mr = 3,0 %)

999.1 mg

999,1 MI

Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykt coorBeTcTBYET TpeboBanuam HJL

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IloarorosneHo: }\’ [Tposepeno: Santosh Kumar | Onobpeno: Menemiep / PykoBoaurens
Ankit ; / Maurya Manoj Kumar "hhr JLbe

Reprint Date: Reprint Date: Reprint Date:

Jlara: 28.12.2023 Jara: 28.12.2023 Jlata: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN. L85195AF1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, TabieTKH, MOKPHIThIE NIEHOYHOI 060/10uK0ii, 400 mMr + 325 mr

Batch No / Cepusi Ne : V2302493

Batch Quantity / O6wem maprau : 762.9 Kg

040002357326

Analytical Report No / AHaauTHYecKmit oT4yeT Ne :

Date of Analysis / laTa ananu3za: 28.12.2023

Date of Manufacture / lata npou3soacrsa : 12/2023

Date of Expiry / Cpox rogsoctu : 11/2028

Analysis performed according ND / Ananus nposeaen no HJI: TIN011252/01-160123

4 |Disintegration /
PacmamaemMocThb

05 min 53 sec/ 05 muH 53 cex

Not more than 30 min /
He 6onee 30 muH

5 |Dissolution /
PactBopeHue

100 % To 102 %

100 % to 102 %

Not less than 70% (Q) of Ci3sHisO:
(Tbuprofen) after 30 min /

He wMemee 70 % (Q)
(ubynpoden) uepes 30 MUH

Not less than 70% (Q) of CsHoNO»
(Paracetamol) after 30 min /
He wmenee 70 % (Q)

CisHi02

CsHoNO:

(mapaneramon) depes 30 MUH

Remarks : The Product conforms to ND/-
Hpumeuanne: [Ipoaykr cootBeTcTBYeT TpeboBanusm HJ|

Opinion : APPROVED
3axmouyenne: O{OBPEHO

Prepared by / - Checked by / Approved by: Manager/Executive/
[loarorosyieHo: K ITpoeepeHo: Santopsh Kumar | Omo6peno: Menemxkep / PykoBoanTtesnb
Ankit / Maurya Cﬁi Manoj Kumar Jh_z p

_— Wy ;__(__{f,_.
Reprint Date: Reprint Date: Reprint Date:
Hata: 28.12.2023 Jara: 28.12.2023 Jarta: 28.12.2023

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: L§5195AP1ARAPI FNNASNT

www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, TabieTKH, OKPbITHIE IIJIeHOYHOH 0001049K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2302493

Batch Quantity / O6bem mapTuu : 762.9 Kg

040002357326

Analytical Report No / AHasHTHYeCKHI oT4eT Ne :

Date of Analysis / [laTa anannsa: 28.12.2023

Date of Manufacture / JlaTa npou3zBoacTBa : 12/2023

Date of Expiry / Cpok rogunocts : 11/2028

Analysis performed according ND / Anann3s nposesien mo HJI: I1 N011252/01-160123

6 |Related substances /

0.0001%

4-aminophenol (paracetamol impurity)

PopcreenHbie MpUMecH - not more than 0.005 % /

Method 1/ Meton 1 4-amuHodeHon (MpuMech NapaLeTamora)
- ge 6ouee 0,005 %

Method 2 / Meton 2 0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlobas CAHHUYHAS pUMeCh
(ubynpodeHa uny Mapaneramosia) - He
6osee 0,3 %
Total impurities (Method 1+ Method 2)

0.04% - not more than 0.7 % /
Cymma npumeceii (Merog 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /

He 6omee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusaM HJI

Opinion : APPROVED
3akmouenue: OJJIOBPEHO

Hara: 28.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotoBneHo: ITpoeepeno: Santosh Kumar | Omobpeno: Menemkep / PykoBoaurens
Ankit Maurya @_ Manoj Kumar! @Uw{;

- jpreses
Reprint Date: Reprint Date: Reprint Date:

Iara: 28.12.2023

Jarta: 28.12.2023

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

CIM; LRI1PEAPLIREARI CONASAT
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
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CEPTUDUKAT AHAJIM3A

Page 4 of 6/ Ctp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaua®, Ta6/1eTKH, NOKPbITHIE IEHOYHOiT 060104 K0ii, 400 mr + 325 mr

Batch No / Cepust Ne : V2302493

Batch Quantity / O6bem maprun : 762.9 Kg

Analytical Report No / AHanuTH4yeckuii oTyer Ne :

040002357326

Date of Analysis / laTa apanau3za: 28.12.2023

Date of Manufacture / JlaTa npoH3BoOJACTBA &

12/2023

Date of Expiry / Cpok rogHoct : 11/2028

Analysis performed according ND / Auasn3 nposesen mo HJI: IIN011252/01-160123

10 |Uniformity of dosage

units /

OnHOpOIHOCTH Acceptance value (AV) should be not

JIO3UPOBaHUS 2.5 more than 15.0 /

- Ibuprofen /ubynpoden IToxazarens npuemaemocty (AV) noJpkeH
O5ITh He Gonee 15,0

- Paracetamol/ 2.5 Acceptance value (AV) should be not

napaneTaMmot more than 15.0 /
Ioxazarepb npueMiaeMocTd (AV) nomkeH
ObITh HE Donee 15,0

11 |Microbiological purity /

Mukpobuonoruyeckast

yucroTa*

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

microbial count / He 6onee 1000 KOE/r

O61wee yucio

a3pobHEBIX

MHKpPOOPTaHH3MOB

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

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

/ Ob1ee uucio

JIPOKOKEBBIX U

IJIECHEBBIX TpHOOB

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

1r

Remarks : The Product conforms to ND/

Hpumeuanue: ITpoaykr cooTBeTcTBYET TpeboBanusM HJ{

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotosneHo: ITposepeno: Santgsh Kumar | Opo6peHo: Menemkep / PykoBoauteb
Ankit " | Maurya jés Manoj Kumar \ ﬁ

i l (i
Reprint Date: Reprint Date: Reprint Date:
Hara: 28.12.2023 Hara: 28.12.2023 Jara: 28.12.2023

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
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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, INDIiA
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CEPTHOHKAT AHAJIN3A

Page 5Sof 6/ Crp.5 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabsieTKH, IOKPBITHIE IIJIeHOYHOI 060/10uK0#, 400 Mr + 325 Mr
Batch No / Cepust Ne : V2302493 Batch Quantity / O6bem napTun : 762.9 Kg
Analytical Report No / AHanuTHyeckui oT4yer No : Date of Analysis / JlaTa ananu3za: 28.12.2023
040002357326
Date of Manufacture / Jlata npousBojctsa : 12/2023  [Date of Expiry / Cpok rognoctu : 11/2028
Analysis performed according ND / Anaan3 nposenen no HJ: IINO11252/01-160123
12 |Assay/ 401.8 mg/401.8 mr From 360.0 to 440.0 mg of C;Hiz0:
KonuuecTBeHHOE (Ibuprofen) per tablet /
onpejiesieHne Or 360,0 mMr go 440,0 mr C;3HisOs
(ubynpoden) B TabneTke
324.56 mg/ 324.56 mr From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /
Or 292,5 mr pmo 357,5 mr CgHoNO,
(riaparneramoJt) B TabJIeTKe
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. / ITo 10 |in a carton. / [To 10 Tabnerok B [IBX/Al
tabnerok B [IBX/Al 6aucrep. [To 1 |6aucrep. Ilo 1, 2 unu 20 6auctepoB B
OnMcTepy B MAyKy KApTOHHYIO |MauKy KapTOHHYIO BMECTE c
BMECTE C  HHCTPYKI[MEH IO |MHCTPYKLHUEH N0 NPUMEHEHHMIO.
IpUMEHEHHIO.
14 | Labeling / MapkupoBka | According to ND. / B cootserctBuu ¢ HIL.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue [Tpu Temneparype He Bbile 25 °C.
16 | Shelflife / Cpox 5 years / 5 ner
rOIHOCTH

* 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 POU3BOAUTENEM NPH
BBINYCKE MEPUONMYECKH: Il Kok 20-0if cepun wim He Metee 1 pasa B rof. Ilokaszarenb MOXET ObITh
HE BKJIIOYEH B CepTHGMKAT aHan3a GUpMbI

Remarks : The Product conforms to ND/
Ilpumeuanue: [Tpoaykr cooTBeTcTBYET TpebGoBanusam HJI

Opinion : APPROVED
3akiawouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Managet/Executive/
[ToarorosneHo: IIposepeno: Santosh Kumar | Ono6peHo: Menemkep / Pykogonurens
Ankit Maurya Manoj Kumar Yy fllts -
Reprint Date: Reprint Date: Reprint Date:

Hata: 28.12.2023 Hara: 28.12.2023 Hara: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com

CIN- 185195AP19R4PI CAN4507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddji,
Distt. Solan, H.P., 173 205, INDiA
Tel : 491 98166 56001-02
www.drreddys.com

Page 6 of 6/ C1p. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, Tab/IeTKH, MOKPbITHIE IIEHOYHOI 000104K0#, 400 Mr + 325 mr

Batch No / Cepug Ne : V2302493

Batch Quantity / O6bem naprum : 762.9 Kg

040002357326

Analytical Report No / AHanuTHueckuii oT4yer Ne :

Date of Analysis / [lata ananusa: 28.12.2023

Date of Manufacture / [lata nponssoacrsa : 12/2023

Date of Expiry / Cpok roanoctu : 11/2028

Analysis performed according ND / Anasu3s nposenen no H/I: TIN011252/01-160123

API name (INN) /

Homep cepun cyGcTaHIUU
npouspogutens I'JID:;

Haumenopanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaneramon
API manufacturer batch number /

Homep cepuu npon3BoaAHTEIA PIBM230385 0835/23-24

ADC:

FP Manufacturer API Batch

number FEQA00537 FEQA00566

API Manufactured by & country /
IIpousBoautenr APC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caiiencus Jlumuren,
WUnnus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuuixa
®dapmackrotukainc JIta., Uaaus

Remarks : The Product conforms to ND/
ITpumeuanue: Ilpoaykt cooTBeTCTBYET Tpebopanusam HJI

Opinion : APPROVED
3akmouenune;: OJIOBPEHO

Prepared by / Checked by / Approved by: Managet/Executlve/
[ToarorosneHo: ITpoeepeno: Santosh Kumar | Ono6peHo: Menemxkep / PykoBoauTens
Ankit Maurya Manoj Kumar . ?

n- y j \1’;5-“;’-“
Reprint Date: Reprint Date: Reprint Date:
Hara: 28.12.2023 Hara: 28.12.2023 Hara: 28.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




