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CERTIFICATE OF ANALYSIS .\ drreddys.com
CEPTHPUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HM6ykaun®, Tabaerky, NOKpLITLIE IIeH04noii 060104K0#, 400 Mr + 325 Mr

Batch No / Cepusa Ne : V2302494

Batch Quantity / O6bem naprru : 769.8 5K

Analytical Report No / AHanuTHYecKHH oT4yeT Ne :
040002355260

Date of Analysis / {laTa aHamusa: 27.12.2023

Pate of Manufacture / laTa npomssoncrea : 12/2023

Date of Expiry / Cpok rogaocts : 11/2028

Analysis performed according ND / Anasin3 nposesien mo HJI: [T N011252/01-160123

No  |Test/IlokazaTeis Results/ Pe3yabTaTh! Specification / Hopma
1 |Description/ Onucanue |Orange film-coated, capsule-shaped, Orange film-coated, capsule-shaped, one-
onc-side scored tablets; white core at|side scored tablets; white or off-white
the  cross-section../  Tabnetku|core at the cross-section. / Ta6ierku
KATICYNOBHAHONH (OPMBI, MOKPLITHIE |KallCYOBHIHOH  GOPMBI,  TOKpLITHIE
TJIEHOYHOH 0BONOYKOM OpaHKeBOro|MJIEHOHHOH  06ONOYKOi  OpaH)KeBoro
BETA, C PUCKOW Ha OINHOW CTOPOHE; |LIBETa, C PUCKOH Ha ONHOW CTOpOHE; Ha
Ha TIOTIEpEYHOM paspe3e — sAPO|IoNepeyHoM paspese — AApo Genoro uim
6enoro upera. nouty 6enoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
TToaTUHHOCTD 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) /
BpeMmeHa ynepWBaHUS OCHOBHBIX NMHKOB
Ha  XpoMarorpamme UCIILITYEMOTO
pacTBOpa  HOJDKHBI ~ COOTBETCTBOBATh
BpeMeHaM  yIEpXHBaHU [HKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHIAPTHBIX
obpaszunos ubynpodeHa M NapaueTamona
(paznen «KonnuecTBenHoe
OTIpEAENERUEN)
3 |Average tablets weight 973.1mg/973.1 Mr From 9409 mg to 9991 mg
Cpenusas Macca (970.0 mg+3.0 %)/
TabneTok Or 940,9 wMr go 9991 Mr

(970,0 mr + 3,0 %)

Remarks : The Product conforms to ND/
HOpumeyaune: [Tpoayxr coorsercisyer rpeGosannsim HIT

Opinion : APPROVED
3axmoucunc: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarotoBneHo: ;\ IIpoBepeno: Saritgsh Kumar | Onobpeno: MeHemkep / PykoBoauTenb
Ankit i‘-{_,_,-/ Maurya 4_-) Manoj Kumar hh}ﬁi,‘-‘/_

Reprint Date:. Reprint Date: Reprint Date:

Hara: 27.12.2023 Hara: 27.12.2023 JHara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Toli 101 10 1000 2900, Fma 191 10 1900 2000, Cimaoil: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com
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Formulation Unit-6

vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS |, drreddys.com
CEPTHOUKAT AHAJIU3A

Page2of 6/ Crp. 2 136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyauu®, Tabaerin, NOKPLITHIE I1eHOYHOH oGonoukoii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302494

Batch Quantity / O6bem naprns : 769.85Kg

Analytieal Report No / ARauTHIecKHi oT4HeT Ne

040002355260

Date of Analysis / laTa awannza: 27.12.2023

Date of Manufacture / [lata mpoussojcrsa : 12/2023

Date of Expiry / Cpox rogaoers : 11/2028

Analysis performed according ND / Anayiu3 nposejien 1o HJI: TT N011252/01-160123

4 |Disintegration /
PacnagaemMocThb

05 min 24 sec/ 06 mun 24 cek

Not more than 30 min /
He 6onee 30 MUH

5 |Dissolution /
PacTBopenne

99% To 105 %

99 % to 102 %

Not less than 70% (Q) of Ci3HiO:
(Tbuprofen) after 30 min /

He wmemee 70 % (Q)
(ubynpoder) yepes 30 MuH

Not less than 70% (Q) of CsHyNO:
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(napaiieramon) uepes 30 MUH

CizHi302

CgHyNO,

Remarks : The Product conforms to ND/
Ipumeuanue: [Tpoaykr coorsercrayer Tpedosatimm HJT

Opinion : APPROVED
3akaiovesne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarororneHo: 2 [IpoBepeno: Santosh Kumar | Opo6peno: Menemiep / PykoBonuteb
Ankit / M ‘ ' -

/I‘/ sz aurya L Manoj Kumar -hm el
Reprint Date:. Reprint Date: Reprint Date:

Hara: 27.12.2023

Hara: 27.12.2023

Tlara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLCO0D4507
www.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
CERTIFICATE OF ANALYSIS \yww.drreddys.com
CEPTUHOHKAT AHAJIM3A

Page30f6/CTp.3 u36

Product; Ibuclin, film-coated tablets, 400 mg + 325 mg

| Hoyrann®, Tabaeriu, NOKpbIThiC nJieHo4YHo# oGosnoukoii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302494 Batch Quantity / O6bem napriu : 769.85Kg
Analytical Report No / AHamuTnueckuii oTyer Ne : Date of Analysis / Jata anannza: 27.12.2023
040002355260

Date of Manufacture / Jlata npoussojcrsa : 12/2023  [Date of Expiry / Cpox rogmocry : 11/2028

| Analysis performed according ND / Ananus nposeaen no HJ1: [1 N011252/01-160123

——.

6 |Related substances /
PoncTBeHHBIE TPUMECH
Method 1/ Metogz 1

Method 2 / Meton 2

4 ' 4-aminophenol (paracetamol impurity)
0.0002% - not more than 0.005 % /

4-amunoderon (MpHMECH napaleTamona)
- ge 6oree 0,005 %

0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eMHIYHAs PUMECh
(u6ynpodeHa Wiy napaleramona) - He
6oiee 0,3 %

Total impurities (Method 1+ Method 2)
0.04% - not more than 0.7 %/

Cymma npumeceii (Metoz 1 + Metoa 2)
- me 6onee 0,7 %

IIpumeuanne: [Ipoaykr coorsercraver Tpebosannam HJI

9 |Water /Boxa 1.5% Not more than 5.0 % /-
He 601nee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Zakawyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Mana ger/Executive/
[TonrotoBneHo: IIposepeno: Santosh Kumar Opo6peno: Menemxep / Pykosogurens
Ankit / \ " | Maurya 08 Manoj Kumar ; 'hn i L_t_tf__,
Reprint Date:. Reprint Date: Reprint Date:

Hara: 27.12.2023 Hara: 27.12.2023 Hara: 27122023

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
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Dr. R&ddy,s ‘;. Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
. Tel : 491 98166 56001-02
CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTHOHKAT AHAJIH3A

Paged4 of 6/CTp. 4 3 6

rfroduct: Ibuclin, film-coated tablets, 400 mg + 325 mg r
Moykann®, rabaerku, NORPLITLIC NIeHOYHOM 060a04K0ii, 400 Mr + 325 mr

| Batch No / Cepnst Ne : V2302494 Batch Quantity / O6bem naprim : 769.85K g
Analytical Report No / AnaauTnyecknii oruer Ne - Date of Analysis / laTa ananmsa: 27.12.2023
040002355260

Date of Manufacture / lata npousBoicTsa : 12/2023  |Date of Expiry / Cpok roasocry : 11/2028
Analysis performed according ND / Anasius nposeaen no HI: I N011252/01-160123

[—TO Uniformity of dosage

units /

OnHopogHOCTh Acceptance value (AV) should be not

JO3UPOBAHUS 1.5 more than 15.0 /

- Ibuprofen /u6ynpogen IMokazarens npuemiueMocts (AV) gomken
651TH He Gonee 15,0

- Paracetamol/ 1.5 Acceptance value (AV) should be not

TIapaueTamolt more than 15.0 /

Tokazarens npuemnemoctu (AV) nomken
GbiTh He 6onee 15,0

11 |Microbiological purity /
Muxpobunonornueckas

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

microbial count / He 6onee 1000 KOE/r
O6buree yncio
aspobHBIX
MHKPOOPTaHH3MOB

b) Total combined Not more than 100 CFU/g/
yeasts and mould count NA He 6onee 100 KOE/r

/ O6uee umcno
OPOACKEBBIX H
IJIECHEBLIX TPHHOB

c) E. coli NA Shall be absent in 1g / Otcyrcrere B
L Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
pumeuanue: [Tponykr coorrerersyer tpeGosanuam HJI | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
Iloarorosneno: .. IlpoBepeno: Santosh Kumar Onobpeno: Merewxep / Pykosogurens
Ankit /\_~ | Maurya Q4 Manoj Kumar (
L e AR el
Reprint Date:. Reprint Date: Reprint Date:
Hata: 27.12.2023 Hata: 27.12.2023 Hara: 27.12.2023

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: L85155AP1984PLCO04507
www.drreddys.com



A Dr. Reddy's Laboratories Ltg.
Dr. Red d y’s ... Formulation Unit-6
. Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P.,, 173 205, INDIA

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS .y drredays cor

CEPTHOHKAT AHAJIHU3A

PageSof6/Crp. 543 ¢

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yranun®, TA0/eTKH, NOKPBITHIC MLIEHOYHOI 0boJ104Koii, 400 mr + 325 mr

E’-alch No / Cepusi N : V2302494 [Batch Quantity / O6vem napruy : 769.85[{5
Analytical Report No / AnannTruecrmii oTyer Ne : Date of Analysis / Jata ananusa: 27. 12.2023
040002355260
Date of Manufacture / Hara nponseoactea : 12/2023  |Date of Expiry / Cpok roamoers : 11/2028
Analysis performed according ND / Auanus nposenen no HJ: TIN011252/01-160123
12 |Assay / 397.0 mg / 397.0mr From 360.0 to 440.0 mg of CpH, 0,
Komuuecrsennoe (Tbuprofen) per tablet /
olpeaeeie Or 360,0 mMr no 440,0 wmr Ci3H;0:
(u6ynporpen) B Tabretke
323.70 mg / 323.70 mr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO,

(napaueramonn) B Tabnetke
13 | Package / Ynaxoska 10 tablets in PVC/Al 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. / TIo 10 in a carton. / ITo 10 Ta6nerok B IIBX/Al
Tabnerok B [IBX/Al Gaucrep. IMo 1 6mucrep. Tlo 1, 2 wm 20 6nucrepor B

Omuctepy B mawky kapromuyio rayKy KapTOHHYIO BMeECTe ¢
BMECIE ¢ mhCipyrumed w0 |umcipynnuceii no NPHMEIICIIHIO,
NPHMEHEHHUIO,

14 | Labeling / Mapkuposka According to ND. / B cooteTerBrY © HJL.
15 | Storage conditions / At temperature not more than 25 °C. /

Xpanenvie Ilpu TeMneparype ge siitre 25 °C.
16 | Shelf life / Cpok 5 years /5 ner
1 FOJIHOCTH —

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
barameter may be absent from the Company's certificate of analysis. / [IpoBaNUTES Npou3BOIHTEEM IpH
DLINYOKC NCPHUANSEUKHU: ANA kaxcnon 2U-ol CepuH uiK He MeHee 1 pasa B rog. [oxasarens Moxer 6piTs '
HE BIJIIOYCH B CEPTHOMKAT aHaTH3a PHpPMEI

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpumeuanne: Iponyxr CooTBercTByeT Tpedopanuam HJ[ | 3akmouenne: OHOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[Togrorosneno; HpOBepeHo; Santosh Kumar | Ono6peno: Menemiep / Pyxososirens
Ankit / * | Maurya . ﬁ‘i Manoj Kumar h}} e
Reprint Date:. Reprint Date: Reprint Date:

,I[a'ra: 27.12.2023 Jara; 27.12.2073 Hata: 27.12.2023

Registered Office: 8-2-337, Road No, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
. Tel: +91 40 4800 2900, Fax: +91 40 4300 2939, Email: mail@d rreddys.com
CiN: L85195AP1934PLC004507
www.drreddys.com



Dr.Reddy’s ":'.

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

vill. Khol, Natagarh Road, Baddi,
Distt. Salan, H.P., 173 205, INDIA
Tel - +91 98166 56001-02

CERTIFICATE OF AN ALYSIS www.drreddvs.cor:

CEPTHOHKAT AHAJH3A

Page 6 of 6/ CTp. 6 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykann®, Tabierki, NOKPLIThHIE enoqnoii 060x04K0il, 400 Mr + 325 Mr

Batch No / Cepusi Ne : V2302494

Batch Quantity / O6beM mapTui : 769.85Kg

040002355260

Analytical Report No / AHaIMTH1eCKHH OTIET Ne :

Date of Analysis / JlaTa a2Ju32: 27.12.2023

Date of Manufacture / Jlata niponssoacrsa : 12/2023

Date of Expiry / Cpok roauocts : 11/2028

Analysis performed according ND / Ananu3 1poBeicH 1o

H: T1N011252/01-160123

API name (INN) /
Hannmenosanue AQC (MHH):

Ibuprofen / H6ynpoden

Paracetamol / ITapaleramonn

API manufacturer batch number /

Homep cepHH NPOH3BOAHTEH PIBM230385, PIBM230386 0835/23-24
ADC:

FP Manufacturer API Batch

e T FEQA00537, FEQA00538 FEQA00566

Homep cepun cyGeTanuuu
npoussoguTesst LA D:

API Mahufactured by & country /
IIponssopurens ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OkTHB
dapma Caitercus Jinmuten,
Vunus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuiina
®apmacsrotakaic Jita., Hapns

Remarks ' The Product conforms to ND/
Ipumeuanue: [1poayKT COOTBETCTBYCT tpeGosanuam HIL

Opinion : APPROVED
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: 1 IIposepeto: Santosh Kumar Ono6peno: Meremxep / PykoBoaHTeNb
Ankit /\, _~ | Maurya L Manoj' Kumar \‘ELLUL i

| = - 1 e
Reprint Date:. Reprint Date: Reprint Date:
Jata: 27.12.2023 Iara: 27.12.2023 Jara: 27.12.2023

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: L85195AP1984PLC004507
www.drreddys.com




