Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Page 10f6/Crp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykHH®, Ta0NeTKH, OKPBIThIE IJIEHOYHOH 060J104Koii, 400 mr + 325 mr

Batch No / Cepus Ne : V2302636

Batch Quantity / O6bem napthu : 766.95 Kg

Analytical Report No / AnanaTuyeckuii otyer No :
040002386566

Date of Analysis / JlaTa anaau3a: 15.01.2024

Date of Manufacture / laTta npoussoacTsa : 12/2023

Date of Expiry / Cpok rogsoctu : 11/2028

Analysis performed according ND / Anasnn3s nposenen no HJL: TN011252/01-160123

No |Test/ IlokasaTenn Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onucanue |Orange film-coated, capsule-shaped,|Orange film-coated, capsule-shaped, one-
one-side scored tablets; white core at|side scored tablets; white or off-white
the  cross-section../  Tabnerku|core at the cross-section. / Tabnerku
KanCyJOBHIHONH (HOPMBI, MOKPHITHIE|KANCYTOBUAHOH  QOPMBI,  MOKPBITHIE
JIEHOYHOH 060JI0YKOH OpaH)KEeBOTO|MJICHOYHOH  00O0JOYKOH  OpaHKeBOro
1iBeTa, ¢ PUCKOM Ha OJHON CTOPOHE;|lBETa, C PUCKOM Ha OHOW CTOpPOHE; Ha
Ha TONEpevYHOM paspese — sAPO|MonepedHoM paspese — Aapo 6enoro uim
Genoro LBera. nouty 6eroro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
ITomIUHHOCTD CooTBeTcTBYET 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 yJaep>KUBaHUSI OCHOBHBIX ITHKOB
Ha XpoMarorpamme HCITBITYEMOTO
pacTBopa  JZIOIDKHBI ~ COOTBETCTBOBATh
BpEMEHAM  yJAepXHBaHUs IHKOB  Ha
XpoMarorpaMMe pacTBOpa CTaHAApTHBIX
o6pasiioB ubymnpodena u mapauneramona
(pasnmen «Konu4yecTBeHHOE
OTIPEJIENIEHUEY)
3 |Average tablets weight 968.5 mg/ 968.5 mr From 9409 mg to 9991 mg
Cpenusst Macca (970.0 mg £ 3.0 %) /
TabNETOK Or 940,9 wMr Jo 999,1 MT
(970,0 mr = 3,0 %)

Remarks : The Product conforms to ND/
Ipumeuanue: [ IpoaykT cOOTBETCTBYET Tpe60)4HI/IHM HI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneHo: }7/ [IpoBepeno: Pravesh Rana Ono6peHo: Menemxkep / PykoBogurens
Shivani Manoj Kumar @;&Lg_l; :
Reprint Date:. Reprint Date: Reprint Date:

JHata: 15.01.2024 Jlara: 15.01.2024 Jata: 15.01.2024

aegistercd Officer 8-2-337, Roaa Mo, 3, B

Tef 491 40 4t
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, Ta61eTKH, NOKPBIThIE IJIEHOYHOI 000/104K0#, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302636

Batch Quantity / O6bem napruu : 766.95 Kg

040002386566

Analytical Report No / AHanuTHUecKHii oTyeT Ne :

Date of Analysis / JJaTa anaau3za: 15.01.2024

Date of Manufacture / Jlata npousBoacTsa : 12/2023

Date of Expiry / Cpok rognoctu : 11/2028

Analysis performed according ND / Anasnn3 nposestes no HJI: [1N011252/01-160123

4 |Disintegration /
PacnagaeMocThb

08 min 13 sec/ 08 mun 13 cek

Not more than 30 min /
He 6onee 30 MuH

5 |Dissolution /
PactBopenue

99% To 103 %

99 % to 102 %

He wMenee 70 %

He wmenee 70 %

Not less than 70% (Q) of Ci3H50:
(Ibuprofen) after 30 min /

Q) CiHisO

(u6ynpoden) yepes 30 MuH -
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /

Q) CsHoNO,

(nmapaueramoun) yepes 30 MUH

Remarks : The Product conforms to ND/
Ipumeuanne: [Ipoaykr cooTeTcTBYET Tpe6oagmmv1 HJT

Opinion : APPROVED

Zaxknmuyenne: OJOBPEHO

Prepared by /
AT

Checked by / q_

Approved by: Manager/Executive/

Hara: 15.01.2024

Jara: 15.01.2024

[ToarorosneHo: [TpoeepeHo: Pravesh Rana Onmo6peHo: Menemxep /
Shivani Manoj Kumar
Reprint Date:. Reprint Date: Reprint Date:

Jata: 15.01.2024

PykoBoayrenb
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkauu®, TabJeTKH, MOKPBHIThIE IIeHOYHOH 06010uKoi, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302636

Batch Quantity / O6bem naprun : 766.95 Kg

040002386566

Analytical Report No / Ananutuuyeckuii otder No :

Date of Analysis / [lata ananu3za: 15.01.2024

Date of Manufacture / [lata npou3sogcrsa : 12/2023

Date of Expiry / Cpok roanoctu : 11/2028

Analysis performed according ND / Anaau3 nposeaed no H/I: [1NO11252/01-160123

6 [Related substances /
PoncTBeHHBIE MPUMECH
Method 1/ Meron 1

Method 2 / MeTon 2

0.0004%

0.04%

0.04%

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

4-amuHo(eHo (MpUMeCh napaLeramoa)
- He 6ouee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eIMHUYHAS npuMech
(ubynpodeHa uwnu naparneramona) - He

6oiee 0,3 %

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

Cymma npumeceit (Meron 1 + Meton 2)
- He Gonee 0,7 %

9 |Water / Bona

1.3%

Not more than 5.0 % /
He 6oinee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanne: [TpogyKT cooTBeTCTBYET TpebdBanuam HJI

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Prepared by / T
IlonrorosneHo:

Shivani

Checked by /
ITposepeno: Pravesh Rana

Approved by: Manager/Executive/

Ono6peno: Menemkep / Pykosoaprens
Manoj Kumar . gf“i

Reprint Date:.
Jlata: 15.01.2024

Reprint Date:

Hara: 15.01.2024

Reprint Date:
Jara: 15.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2800, iax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LE185AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, TabJeTKH, OKPbIThIE MIeHOYHOH 060104K0#, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2302636

Batch Quantity / O6bem naprun : 766.95 Kg

Analytical Report No / AnaquTHueckuii oryer Ne :
040002386566

Date of Analysis / [laTa ananu3za: 15.01.2024

Date of Manufacture / Jlata mpoussojersa : 12/2023

Date of Expiry / Cpox roasoctu : 11/2028

Analysis performed according ND / Ananns nposeses o HJI: ITNO1 1252/01-160123

10

Uniformity of dosage
units /

OOHOPONHOCTD
A03UPOBAHUS

- Ibuprofen /ubynpocden

- Paracetamol/
rapateTamolt

1.1

1.1

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

[TokazaTens npremaeMoctd (AV) nomkeH
ObITH He Oonee 15,0

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

[Tokazarens npueMiaeMocTi (AV) nomkeH
ObITH He Oonee 15,0

11

Microbiological purity /
Mukpobuonoruueckas
ypcrora*

a) Total aerobic
microbial count /
Oo6Luee 41cIo
a’pOOHBIX
MHKPOOPraH13MOB

b) Total combined
yeasts and mould count
/ Obluee 4yucno
JPOXOKEBBIX U
TJIECHERBIX TpHOOB

¢) E. coli

NA

NA

NA

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

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

Shall be absent in lg / OTcyTcTBHE B
Ir

Remarks : The Product conforms to ND/
TTpumeuanue: TIPONYKT COOTBETCTBYET TPeOO

gﬂmM HJI

Opinion : APPROVED
3akmoyenue: OJIOBPEHO

Hara: 15.01.2024

Jara: 15.01.2024

Prepared by / Checkedby/ 0 Approved by: Manager/Executive/
[ToaroTosneHo: A'I/ [Tposepeno: Pravesh Rana Ono6peno: Menemxep / PykoBoaurens
Shivani Manoj Kumar ) uL(T
Reprint Date:. Reprint Date: Reprint Date: Nm—

Hara: 15.01.2024
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CEPTHD®HKAT AHAJIH3A

PageSof 6/ CTp.5u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxauH®, Ta6JeTKH, NOKPBITbIE IJIEHOYHO’ 000/104K0H, 400 mr + 325 mr

Batch No / Cepust Ne : V2302636

Batch Quantity / O6bem naptun : 766.95 Kg

040002386566

Analytical Report No / AHanuTHYecKHi oT4eT Ne : Date of

Analysis / TaTa apaausza: 15.01.2024

Date of Manufacture / Iata npousBoacta : 12/2023 Date of

Expiry / Cpok rogaocts : 11/2028

Analysis performed according ND / Ananu3s nposenen no HJI: [IN011252/01-160123

12 |Assay/
KonuyecTBeHHoe
oTnpeleNeHne

398.3 mg/398.3mr

329.78 mg/ 329.78 mMr

From 360.0 to 440.0 mg of C;3His0,
(Ibuprofen) per tablet /

Ot 360,0 MIT IO 440,0 Mmr C13H1302
(ubynpoden) B TabneTke

From 292.5 to 357.5 mg of CsHyNO,
(Paracetamol) per tablet /

Or 292,5 mr mo 357,5 mr CsHoNO;
(mapaueramor) B TabneTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
tabnetox B [IBX/Al 6nuctep. 1o 1
onucTepy B MNAadKy KapTOHHYIO
BMECTE C  MHCTPYKLMEH IO
NPHMEHEHHIO.

10 tablets in PVC/Al blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnerok B IIBX/Al
omucrep. Ilo 1, 2 unu 20 6nucrepoB B
nauKy KapTOHHYIO BMECTE c
HHCTPYKLHEH 110 IPUMEHEHHIO.

14 | Labeling / MapkupoBka

According to ND. / B cootsetrctBru ¢ H.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue [Tpu Temneparype He Boime 25 °C.
16 | Shelf life / Cpox 5 years / 5 ner
TOJHOCTH

* 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. / IIpoBoguTCst IpOU3BOAUTENEM NPH
BBIMyCKE MEPHOAMUECKH: T Kax a0l 20-0i cepyn wim He MeHee 1 pasa B rof. [Tokasatens MoxeT OBITh
He BKJIIOYEH B cepTUdUKAT aHanu3a GupMbl

Remarks : The Product conforms to ND/
IIpumeuanue: [IpogyKT COOTBETCTBYET TpC6OIQHI/I${M HI

Opinion : APPROVED
3axaouenne: OJJOBPEHO

Jara: 15.01.2024

Iara: 15.01.2024

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneHo: »T’ [TposepeHo: Pravesh Rana Onobpeno: Menemxep / Pykosoanres
Shivani Manoj Kumar dm &5 w EE/
Reprint Date:. Reprint Date: Reprint Date:

Jara: 15.01.2024

Tl LBS135AP1S24PLECOGS50

woeree drreddys,com

ffices 22-237, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
91 40 4600 2909, Fax: +61 40 4500 3429, Email:

mail@drmeddyscan
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, TalbeTKH, NOKPbITHIE IIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302636

Batch Quantity / O6bem mapruu : 766.95 Kg

040002386566

Analytical Report No / AHasmuTHYecKHi oTdyeT Ne :

Date of Analysis / [laTta ananuza: 15.01.2024

Date of Manufacture / lata npousBoactsa : 12/2023

Date of Expiry / Cpok roanocru : 11/2028

Analysis performed according ND / Anaau3s nposeaen no HJI[: [1N011252/01-160123

API name (INN) /

Haumenosanue AGC (MHH): Ibuprofen / M6ynpoden Paracetamol / ITapaiieramon
APT manufacturer batch number /

Homep cepny Ipon3BOAKTEIS PIBM230386 0925/23-24

ADC:

FP Manufacturer API Batch

number / FEQA00538 FEQA00600

Howmep cepun cyGcTaHIHH
npouspoauTeas I'JIP:

API Manufactured by & country /
IIpousBoautens ADC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus Jlumuren,
Nnnus

Sri Krishna Pharmaceuticals Ltd.,
India / IIpu Kpuiuna
®apmacerotuxanc JIta., Maaus

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoayKT cooTBETCTBYET Tpebopanuam HJI

Opinion : APPROVED
3axmouyenune: O{OBPEHO

Prepared by / Checked by / (L Approved by: Manager/Executive/
[ToaroToBneHo: }T [Tporepeno: Pravesh Rana Ono6peno: Menemkep / PykQpogyrenb
Shivani Manoj Kumar 11,521 i
Reprint Date:. Reprint Date: Reprint Date: 1

JaTa: 15.01.2024 Jara: 15.01.2024 Iara: 15.01.2024




