Dr.Reddy’s ":‘

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
~ CEPTU®UKAT AHAJIU3A

Page 1 of 6/Ctp. 1 u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykn1uu®, TabaeTKH, NOKPBIThIE MJIeHOYHO 000104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301079

Batch Quantity / O6bem mapTuu : 709.05 Kg

040001908313

Analytical Report No / Ananutnyeckuii oruet Ne :

Date of Analysis / lata anaau3a:19.06.2023

Date of Manufacture / laTa nponsBoacTsa : May.2023

Date of Expiry / Cpok rognoctu : Apr.2028

Analysis performed according ND / Ananu3 nposened mo HJI: I1 N011252/01-160123

No Test / Iloka3aTean

Results/ PesynbTaTh

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KancyJioBUJHOH (GOpPMBI, MOKPBITIE
MJIEHOUHOH 000J10UKOH OpaHXEBOrO
LBETa, C PUCKOM Ha OXHON CTOPOHE;
Ha [MOMEpPeHHOM paszpese PO
Oesoro 1eTa.

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

core at the cross-section. / Tabnerku
KancynoBUAHOH  (opMbl,  MOKpBITHIE
MJIEHO4YHON  0DO0JIOYKON  OpaH)KeBOTO

UBETa, C PUCKOW Ha ONHOW CTOpOHE; Ha
MONEPEYHOM paspese — s4po 6enoro wiu
noutH 6esnoro yBeTa.

2 |Identification /
IlopnuHHOCTH

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 ynepKMBaHUsl OCHOBHBIX MHUKOB

Ha XpoMarorpamme HCIIBITYEMOTO
pactBopa  AOMXKHBI ~ COOTBETCTBOBATH
BpPEMEHaM  YJEepXHBaHWUS THKOB Ha

XpoOMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpasuoB ubynpodeHa u napaueramona

(paznen «KonuuecTBeHHOE
ONpENENCHUE)
3 [Average tablets weight 973.2mg / 973.2mr From 9409 mg to 999.1 mg
Cpennsis macca (970.0 mg + 3.0 %) /
TabneTok Ot 940,9 MI  JI0 9991 MI'

(970,0 Mmr £ 3,0 %)

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykrt cootBeTcTBYET TpeboBaHuam HJI

Opinion : APPROVED
3axmwouenne: OJJOBPEHO

Prepared by /
IToaroroBneHo:
Pardeep Kumar

of

Checked by /
[Tposepeno: Himesh Kumar
(:‘4[ —

Approved by: Manager/Executive/
Onobpeno: Meneazxep / PygpBoaurens
Manoj Kumar '

s

Reprint Date:.
Hata:19.06.2023

Reprint Date:
Hata:19.06.2023

Reprint Date:
Jlata:19.06.2023

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@dr\reddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykann®, TabneTKH, NOKPBITHIE ILIEHOYHOI 060104K0i#1, 400 Mr + 325 mMr

Batch No / Cepust Ne : V2301079

Batch Quantity / O6bem naptuu : 709.05 Kg

040001908313

Analytical Report No / Anaautuueckuii oTuet No :

Date of Analysis / laTa ananu3a:19.06.2023

Date of Manufacture / lata npoussoacra : May.2023

Date of Expiry / Cpox rogHoctn : Apr.2028

Analysis performed according ND / Anasn3 npoBegen no HJ/I: TT N011252/01-160123

4 |Disintegration /
PacnapaemocTth

07 min 04 sec/ 07 mun 04 cek

Not more than 30 min /
He 6onee 30 Mun

5 |Dissolution /
PacTBopeHne

98 % To 102%

100 % to 103%

Not less than 70% (Q) of C;3Hi30»
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(ubynpoden) yepes 30 MuH
Not less than 70% (Q) of CsHyNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napaueramon) yepe3 30 MUH

Ci3H 130,

CsHoNO;

Remarks : The Product conforms to ND/
IIpumeyanne: IIpoaykT coorBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akmrouenue: OJIOBPEHO

Jara:19.06.2023

JaTa:19.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: IIposepenq: Himesh Kumar Onobpeno: Menemkep / Pykgsoaurens
Pardeep Kumar ‘ (—“‘-(‘ __—4{,Manoj Kumar &

Reprint Date:. Reprint Date: Reprint Date:

JaTa:19.06.2023
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Tel: +91 40 4500 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykanH®, TabneTkH, MOKPBIThIE NJ1eHOYHOH 060a04K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2301079

Batch Quantity / O6bem naprun : 709.05 Kg

040001908313

Analytical Report No / AHanuTH4yeckuii oT4er Ne :

Date of Analysis / laTa ananu3a:19.06.2023

Date of Manufacture / lara npon3zBoactsa : May.2023

Date of Expiry / Cpok roasocTn : Apr.2028

Analysis performed according ND / Ananu3 npoBeged no H/: 11 N011252/01-160123

6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

Poacteennsie nmpumecu - not more than 0.005 % /

Method 1/ Meton 1 4-amuHodeHo (MpUMECh MapaleTamona)
- He 6onee 0,005 %

Method 2 / Metog 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlobas eMMHNYHAS NpUMECDH
(ubynpodeHa unu mnapaueraMmosna) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymma npumeceit (Meron 1 + Meton 2)
- He 6onee 0,7 %
9 |Water/Bogna 1.4% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykr coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3axknwuenne: OJJOGPEHO

Jlata:19.06.2023

JaTa:19.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loaroToBneHo: [Tporepeno; Himesh Kumar Ono6peHo: Menemkep / Pykogoaurens
Pardeep Kumarof/  iaa r ~—~ | Manoj Kumar a i[ i Z

- N . we——-
Reprint Date:. Reprint Date: Reprint Date:

Hata:19.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
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CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":’

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJII3A

Page4 of 6/ CTp. 4 u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanu®, TabieTkH, NOKPBLITHIE MIeHOYHOH 060J04K0ii, 400 Mr + 325 mMr

Batch No / Cepust No : V2301079

Batch Quantity / O6bem maprun : 709.05 Kg

Analytical Report No / AHasuTHYecKkni oTdeT No :
040001908313

Date of Analysis / lata anann3a:19.06.2023

Date of Manufacture / Jlata npoussoacrea : May.2023

Date of Expiry / Cpok rogHoctu : Apr.2028

Analysis performed according ND / Anaans npoBegen mo H: [T N011252/01-160123

TJIECHEBBIX I'pUOOB

c) E. coli

10 |Uniformity of dosage
units /
OIHOPOAHOCTD Acceptance value (AV) should be not
JlO3UPOBaHHMS 1.2 more than 15.0 /
- Ibuprofen /nbynpoden Ioka3zarens npuemnemocTH (AV) nomkeH
ObITH He bostee 15,0
- Paracetamol/ 1.3 Acceptance value (AV) should be not
napaueTamor more than 15.0 /
[Tokazarens npuemiemoct (AV) nomkeH
ObITE He Bonee 15,0
11 [Microbiological purity /
Mukpobuonoruveckas
yucrota*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
O61uee 4ncio
a3pobOHbIX
MHKPOOPraHH3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Obuee ynucio
JPONAKEBBIX U NA

Shall be absent in lg / OTcyTrcTBHE B
Ir

Remarks : The Product conforms to ND/
IIpumeuanne: IlpoaykT coorBercTByeT TpeboBanusiM HJJ

Opinion : APPROVED
3akawuenne: OJJOBPEHO

Jara:19.06.2023

Harta:19.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneHo: [Tpoepeno: Himesh Kumar Onobpeno: Menemxep / PykoBoaurens
Pardeep Kumar —) — | Manoj Kumar e

Reprint Date:. Reprint Date: Reprint Date:

Harta:19.06.2023

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
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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
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Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykann®, TabaeTKkH, NOKPbIThIE MJIEHOYHOH 000104K0it, 400 Mr + 325 Mr
Batch No / Cepus Ne : V2301079 Batch Quantity / O6bem maptun : 709.05 Kg
Analytical Report No / AHannTHYecKkHii oTyeT No : Date of Analysis / laTa ananun3a:19.06.2023
040001908313
Date of Manufacture / Jlata npoussoactpa : May.2023 |Date of Expiry / Cpok roagunoctu : Apr.2028
Analysis performed according ND / Ananu3 nposenen no H/: [1N011252/01-160123
12 |Assay/ 400.4 mg / 400.4 mr From 360.0 to 440.0 mg of C;3H;30,
KonunuectBeHHoe (Ibuprofen) per tablet /
onpeaeseHye Ot 360,0 mr go 440,0 mr CiHisO
(ubynpoden) B TabneTke
328.72 mg/ 328.72 mr From 292.5 to 357.5 mg of CgHoNO,
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CsHoNO;
(napaueramMon) B TabieTke
13 | Package / YnakoBka 10 tablets in PVC/AI blister. 1 |10 tablets in PVC/AI 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
tabnertok B [IBX/Al 6nuctep. [Io 1 |6auctep. Ilo 1, 2 unu 20 Gnucrepos B
6nMcTepy B nayky KapTOHHYIO |Mad4ky KapTOHHYIO BMeCTe c
BMECTE €  HMHCTpyKUMEeH 1O |HHCTpYKIHel no NpuMeHEHHIO.
PUMEHEHHUIO.
14 | Labeling / MapkupoBka| According to ND. / B cootsercTun ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temneparype He Bbiie 25 °C.
16 | Shelflife / Cpok 5 years /5 net
TOAHOCTH

* 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. / [IpoBOAMTCS MPOU3BOAUTENEM MPH
BbINYCKE MEPHOJUUECKU: Ui Kaxaoi 20-0li cepuu unu He MeHee 1 pasa B roa. [Tokazartenb MOXeT GbITh
He BKJIIOYEH B cepTU(dUKAT aHanu3a GupMbl

Remarks : The Product conforms to ND/

IIpumeuanue: ITpoaykr coorsercTByeT TpeboBanusiM HJ{

Opinion : APPROVED
3akmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IloaroroBneHo: [TpoBepeHo: Himesh Kumar Ono6bpeHo: Menenxep / PykoBoaurens
Pardeep Kumar J ‘ Manoj Kumar

= el
Reprint Date:. Reprint Date: Reprint Date:
HaTa:19.06.2023 Hata:19.06.2023 Hara:19.06.2023

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
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Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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Page 6 of 6 / CTp. 6 u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HOYRAHH®, Ta0JeTKH, NOKPLIThIE IISHOYHOH ofinaoukoii, 400 mr + 325 mr

Batch No / Cepus Ne : V2301079

Batch Quantity / Oobem maptun : 709.05 Kg

040001908313

Analytical Report No / AHajauTHYecKuii oTyeT No :

Date of Analysis / lata ananu3a:19.06.2023

Date of Manufacture / Jlata npon3BoacTBa : May.2023

Date of Expiry / Cpok roagnoctn : Apr.2028

Analysis performed according ND / Ananu3 nposegen mo H/: TI N011252/01-160123

API name (INN) /

Haumenosanme ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / ITapaueramon
API manufacturer batch number /

Homep cepun npouszBoauTe/ist PIBM230098 5042/22-23

ADC:

FP Manufacturer API Batch

Tl g FEQA00183 FEQA00168

Homep cepuu cyO6cTaHuu
npoussoautens I'JIPD:

API Manufactured by & country /
IlponsBoautens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa DKxTHB
®apma CaiieHcus Jlmmuren,
Hupus

Sri Krishna Pharmaceuticals Ltd.,
India / llpu Kpumna
®apmacsrotukaic JIta., MUuaus

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBanusaM HJT

Opinion : APPROVED
3akawuenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneno: IIposepeno: Himesh Kumar OnobpeHo: MeHemkep / Pykoroaurens
Pardeep Kumar of,/ Q_}__// Manoj Kumar m

Ce £ . v -.___’_..‘-/
Reprint Date:. Reprint Date: Reprint Date:
Jarta:19.06.2023 Hata:19.06.2023 Harta:19.06.2023
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