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

Vill. Khol, Nafagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDiA
Tel : +491 98166 56001-52

CERTIFICATE OF ANALYSIS . drreddys.com
CEPTH®UKAT AHAJIV3A

Page1of6/Ctp. 1136

(Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykaud®, TabieTkd, MOKPHITHIE N1EHOYHO# 000104K0ii, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301982

Batch Quantity / O6bem mapTuu : 775.00 Kg

Analytical Report No / AHanmutudeckuii orger No :
040002192474

Date of Analysis / JaTa amanu3a: 12.10.2023

Date of Manufacture / /lata npoussoacrsa : 09/2023

Date of Expiry / Cpox rognoctn : 08/2028

Analysis performed according ND / Ananu3 nposegex mo HJI: TI N011252/01-160123

Ne | Test/ IlokazaTenn Results/ Pe3yabTaThl Specification / Hopma
1 |Description/ Onucanve |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../  Tabnetku|core at the cross-section. / TabneTku
KaICyJOBHIHON (OPMBI, MOKPBITHIC|KANCYNOBUAHON  (QOpPMBI,  MOKpHITHIE
[UIEHOYHOHM 060I0YKO# OpaHKEBOrO|MJIEHOYHOH  000JIOYKOH  OpaHXeBOro
LIBETA, C PHUCKON HA OZIHOI CTOpOHE;|LBETa, ¢ PUCKOM Ha OJHOH CTOpOHE; Ha
Ha TONEPEYHOM pa3pe3e — sJIpO|IONEepedHOM pa3pese — SApo GeJoro UM
6enoro ugera. mouTH Oenoro uBera.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
IlopnuHHOCTE 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 ynepuBaHHs OCHOBHBIX [THKOB
Ha XpoMaTorpaMmme UCTBITYEMOTO
pacTBopa  JIOJDKHBI ~ COOTBETCTBOBATh
BpeMeHaM  yIepKHBaHMsS IHMKOB Ha
XpOMATOrpaMMe pacTBOpPa CTaHIAPTHBIX
obpasior ubynpodeHa U napaneramona
(paznen «Konu4ectBeHHOE
OIpelENIEHUEN)
3 |Average tablets weight 968.0 mg / 968.0 mr From 9409 mg to 999.1 mg
Cpenusist Macca (970.0 mg + 3.0 %) /
TabneToK Or 940,9 MI 70 999,1 MI

(970,0 mr £ 3,0 %)

Remarks : The Product conforms to ND/
Ilpumeuanue: [poaykr coorBeTcTBYET TpeboBanusam HJ|

Opinion : APPROVED
3akniouenne: OJJOBPEHO

Prepared by /
IloarorosieHo:
Santosh Kumar Maurya

@

Checked by /
[Nposepeno: Pardeep Kumar

Approved by: Manager/Executive/
Omobpeno: Menempgep / PykopoanTensb
Abhishek Chauhank

B\

Reprint Date:
Jara: 30.12.2023

Reprint Date:
Hara: 30.12.2023

Reprint Date: \
Jata: 30.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 482 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s ":'.

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

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

CERTIFICATE OF ANALYSIS \y drreddys.com
CEPTU®HUKAT AHAJIM3A

Page2 of 6/ Crtp.21u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6yxkauu®, TabaeTkH, NOKPHIThIE IVIEHOYHOI 000.104K0i#, 400 mMr + 325 mr

Batch No / Cepust Ne

: V2301982

Batch Quantity / O6bem maptuu : 775.00 Kg

040002152474

Analytical Report No / AHanuTuueckuif oryer Ne :

Date of Analysis / IaTa ananuza: 12.10.2023

Date of Manufacture / lata npouszsoacrsa : 09/2023

Date of Expiry / Cpok rogHoctH : 08/2028

Analysis performed according ND / Anann3 npoBegen mo HJI: [1 N011252/01-160123

4 |Disintegration /

PacnapaeMocThb

06 min 36 sec/ 06 MuH 36 cex

Not more than 30 min /
He 6onee 30 Mmun

5 |Dissolution /
Pacteopenue

98 % To 101 %

96 % to 100 %

Not less than 70% (Q) of CisHizO»
(Tbuprofen) after 30 min /

He Menee 70 % (Q)
(ubynpoden) uepes 30 MuH
Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMewmee 70 % (Q)
(mapaneramout) depes 30 MuH

C13Hi50,

CsHoNO,

Remarks : The Product conforms to ND/
IIpumeuanue: Ilponykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akinouenue: OJOBPEHO

Prepared by /
IloarororieHo:

&>

Santosh Kumar Maurya

Checked by /
[Tporepeno: Pardeep Kumar

o

Approved by: Manager/Executive/
Ono6peHo: Menelpkep / Pykosogureins
Abhishek Chauhan \

N

Reprint Date:
Jara: 30.12.2023

Reprint Date:
Hara: 30.12.2023

Reprint Date:
Jata: 30.12.2023

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

CIN: L85195AP1984PLC004507
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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 \,yuw, drreddys.com
CEPTHOHKAT AHAJIH3A

Page3 of 6/ C1p.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NGyxaun®, Ta61eTKH, OKPHITHIE IICHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepus No : V2301982

Batch Quantity / O6bem maptun : 775.00 Kg

040002192474

Analytical Report No / AHaauTHYecKHii oTyeT Ne :

Date of Analysis / lata anann3a: 12.10.2023

Date of Manufacture / JIata npoussoxctna : 09/2023

Date of Expiry / Cpok roguocts : 08/2028

Analysis performed according ND / Anasnu3s nposeaen mo HJI: IIN011252/01-160123

6 |Related substances /
PoxacreenHble npumecH
Method 1/ Meton 1

Method 2 / MeTton 2

0.001%

BDL (Disregard Area 6978)

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

4-amuHoeHoN (TpUMeECh NapaleTaMona)
- e 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jhiobas eMUHUIHAS IPUMECE
(ubynpodeHa unu mapaneTamona) - He

6onee 0,3 %

Total impurities (Method 1+ Method 2)

0.001% - not more than 0.7 % /
Cymma npumeceii (Metoz 1 + Merog 2)
- ge 6onee 0,7 %
9 |Water/Boga 1.5% Not more than 5.0 % /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: Ilpoaykr coorBercTBYeT TpeGoBanuaM HJI

Opinion : APPROVED
3akimouenue: OJJOBPEHO

Prepared by /
IToaroroBneHo:
Santosh Kumar Maurya

P

Checked by /
[IpoBepeno: Pardeep Kumar

+—

Reprint Date:
Jara: 30.12.2023

Reprint Date:
Jara: 30.12.2023

‘Reprint Date:

Approved by: Manager/Executive/
Onobpeno: Menemkep / Pykosoaurens

Abhishek Chauhak \
I\ } |

Hara: 30.12.2023

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

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

Vill. Khol, Nalagarh Road, Badd;,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02

CERTIFICATE OF ANALYSIS yywdrreddys.com
CEPTH®UKAT AHAJIU3A

Page 4 of 6/ CTp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
UG6ykanH®, Tab1eTKH, NOKPbITHIE IIEHOYHOH 000/104K0H, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2301982

Batch Quantity / O6bem napTuu : 775.00 Kg

Analytical Report No / AHajgnTH4YeckHii oTdeT Ne :
040002192474

Date of Analysis / JlaTa ananuza: 12.10.2023

Date of Manufacture / lata npousBogctea : 09/2023

Date of Expiry / Cpox roasocts : 08/2028

Analysis performed according ND / Auanu3s nposenen mo HJ: TN011252/01-160123

10 |Uniformity of dosage

units /

ORHOPOAHOCTD Acceptance value (AV) should be not

JO3UPOBAHHS 1.4 more than 15.0 /

- Ibuprofen /ubynpoden IMokazarens npuemiaeMocTh (AV) TokeH
OBITh He Oonee 15,0

- Paracetamol/ 14 Acceptance value (AV) should be not

napaneTamMmor more than 15.0 /
[MokazaTens npuemnemoctd (AV) nomkeH
ObITh He Oonee 15,0

11 |Microbiological purity /

Mukpobronorugeckas

yucrora*

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

microbial count / He 6onee 1000 KOE/r

O61wee yucno

a’pOOHBIX

MHKPOOPraHU3MOB

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

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

/ Obuiee unucno

JPOMCOKEBBIX U

IIECHEBBIX TpubOB

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

1r

Remarks : The Product conforms to ND/
ITpumeuanue: [Tpoaykt cooTBeTcTBYeT TpeboaHusM HJI

Opinion : APPROVED
3axmouenne;: OJJOBPEHO

Prepared by /
[ToaroroBneHo:
Santosh Kumar Maurya

ax

Checked by /

[Tpoeepeno: Pardeep Kumar

=i =

Approved by: Manager/Executive/

OnobpeHo: Menemxkep / PykoBoautens
Abhishek C hauhak;
b N

Reprint Date:
JHara: 30.12.2023

Reprint Date:
Hara: 30.12.2023

Reprint Date:
Jara: 30.12.2023

Registered Gifica: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tzl: 91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com
CIN: LB5195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s ‘;‘

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

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

CERTIFICATE OF ANALYSIS \ww.drreddys.com

CEPTHDOUKAT AHAJTHU3A
Page Sof 6/ Ctp. Su3 6
Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
M6yxauH®, TabieTKH, NOKPBITHIE IIeHOYHOH 000104K0ii, 400 Mr + 325 Mr
Batch No / Cepust Ne : V2301982 Batch Quantity / O6sem naptuu : 775.00 Kg
Analytical Report No / AuanuTHdeckuii oryer Ne : Date of Analysis / laTta ananu3a: 12.10.2023
040002192474
Date of Manufacture / Jlara npoussoactsa : 09/2023 | Date of Expiry / Cpok rogsoctu : 08/2028
Analysis performed according ND / Anasn3 nposenen mo HJ: I1N011252/01-160123
12 |Assay/ 397.9 mg/397.9 mr From 360.0 to 440.0 mg of Ci;3sHggO:
KonuuectBeHHOE (Ibuprofen) per tablet /
onpejielicHIe Or 360,0 mr mo 440,0 mr CisH;s0;
(ubynpoden) B Tabnerke
321.80 mg/321.80 Mr From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /
Or 2925 mr go 357,5 mr CsHoNO,
(mapaueramon) B Tabnertke
13 | Package / YmakoBka 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. / Ilo 10 Tabnerox B IIBX/Al
tabnerok B IIBX/Al 6nucrep. ITo 1  |6nucrep. Ilo 1, 2 unm 20 6auctepos B
OmMcTepy B NAyKy KapTOHHYKO |Hadky KapTOHHYIO BMeECTe c
BMECTE C  HMHCTPYKUMe#d MO [MHCTPYKUMEH IO MIPHMEHEHHMIO.
MPHMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootsercteuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHnenue I[Tpu Temnepatype He Bhlue 25 °C.
16 | Shelf life / Cpox 5 years / 5 ner
rOHOCTH

* 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. / [IpoBoauTCss NPOM3BOAUTENEM NIPH
BBITYCKE HEPUOAMYECKH: /sl Kaxaok 20-0ii cepun unm He MeHee 1 pasa B rog. Ilokaszatenb MOXET ObITH
He BKJIIOYEH B CEPTU(UKAT aHaI3a GHPMEI

Remarks : The Product conforms to ND/
Ipumeyanne: [Ipoaykr coorseTcTBYeT TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
IToarorosaeHo:

Reprint Date:
Jara: 30.12.2023

&

Santosh Kumar Maurya

Checked by /
[Iposepeno: Pardeep Kumar

4

Reprint Date:
Hara: 30.12.2023

Approved by: Manager/Executive/

Onmo6peHo: Mengkep / PykoBoourens
Abhishek Chauh&
~ \
T

Reprint Date:
Hara: 30.12.2023

Registerad Cfiice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: <31 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ":'.

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

Vill. Khol, Nalagarh Road, Badi,
Distt. Solan, H.P., 173 205, INDIA

Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS . drreddys.com

CEPTHOHUKAT AHAJIU3A

Page 6 of 6 / C1p. 6 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykaun®, TabieTKH, NOKPLIThIE IeHO4HO#H 060104K0M, 400 mr + 325 mr

Batch No / Cepust Ne : V2301982

Batch Quantity / O6bem naptun : 775.00 Kg

040002192474

Analytical Report No / AHaIHTHYeCKHH oT4eT Nt Date of Analysis / JaTa anamm3za: 12.10.2023

Date of Manufacture / Jlata nponssoncrsa : 09/2023  |Date of Expiry / Cpox roguocts : 08/2028

Analysis performed according ND / Anasiu3 npoBeeH no H/: IIN011252/01-160123

ﬁ:ﬁ;:ﬁiﬁl‘ﬁg) 1( OC (MEH): Ibuprofen / U6ynpoden Paracetamol / Ilapaneramon
API manufacturer batch number /
Homep cepuy Npou3BOAHTES PIBM230317 4059/23-24
ADC:
FP Manufacturer API Batch
number /
Howmep cepuy cyGcranmun FEQAO00401 FEQA00244
npousBogutess I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa OxTuB India / lpn Kpumna
ITponzBoautens ADC, crpana: ®apma Caitencus Jlumuren, dapmacetotukanc JITa., Uuans
Nupus
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipaveuanue: [TpoykT cooTBeTcTBYeT TpeGopanusy HJI | 3axmouenne: OTOEPEHO

Santosh Kumar Maurya

Prepared by / 6& Checked by / Approved by: Manager/Executive/
[ToarotoBneHo: = TTposepeno: Pardeep Kumar | Ono6peHo: Menevp / PykoBoauTeNnb

ﬁ Abhishek Chauhan\ \

Reprint Date: Reprint Date: Reprint Date: \
Jara: 30.12.2023 Hata: 30.12.2023 Hara: 30.12.2023

Registered Cffice: 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: L85195AP1984PLCO04507
www.drreddys.com




