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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOykanH®, TabaeTKH, NOKPHIThIE NJ1eHOYHOH 000104K0#, 400 mr + 325 mr

Batch No / Cepusa Ne : V2301250

Batch Quantity / O6bem naptud : 763.8 Kg

040001967380

Analytical Report No / Ananurndeckuii oryer Ne :

Date of Analysis / faTa anaau3a: 22.07.2023

Date of Manufacture / Jlata npousBoacTBa : Jun.2023

Date of Expiry / Cpok roaHocru : May.2028

Analysis performed according ND / Anaau3 nposeaen no HJ/I: [1N011252/01-160123

Ne  |Test/ IToka3zarenn

Results/ PesyabTarhl

Specification / Hopma

1 |Description/ OnucaHue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KarcynoBUAHON (HOPMBI, MOKPBITHIE
TUIEHOYHOH 000JI04KOil OpaHXEBOro
1IBETa, C PUCKON Ha OJHON CTOPOHE;
Ha [ONEpPeYHOM pas3pese — sIpo
fenoro yBeTa.

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

core at the cross-section. / Tabnerku
KancyJlOBUJHOK  GOpPMBI,  TOKPBITbIE
MJeHOYHOM  000J0UYKOH  OpaHKEBOTO

[BEeTa, C PUCKOWH Ha ONHOH CTOpOHE; Ha
MOMepeyHoM paspese — AApo 6enoro uu
noyTu 6e0ro LBETA.

2 |Identification /
ITognuuHOCTH

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) /

BpeMmena yznep)uBaHUsl OCHOBHBIX NUKOB

Ha xXpomaTtorpamme UCTIBITYEMOTO
pacTBOpa  JOJKHBI ~ COOTBETCTBOBAaThb
BpEMEHAM  YAep)KMBaHMS [HKOB Ha

XpoMaTorpamMMe pacTBOpa CTaHAAPTHBIX
obpasuos uOynpodeHa W mapareramona

IIpumeuanue: [IpoaykT coorBeTcTBYET Tpeboranusm HJI

(paznen «KonuuyecTBeHHOE
OIpENENECHHE)
3 |Average tablets weight 971.9 mg/971.9 Mr From 9409 mg to 9991 mg
Cpennsia Macca (970.0 mg + 3.0 %) /
TabneTox Or 9409 wmr po 999,1 ML
(970,0 mr £ 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

Zaxmouenue; OJIOBPEHO

Hara: 22.07.2023

Jara: 22.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroyeHo: IMposepeno: Pardeep Kumar | Ono6peHo: Menemxkep / Pykosoaurens
Ankit Amit Kumar .

Reprint Date:. Reprint Date: Reprint Date: '

Hara: 22.07.2023

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

CIM: L85195AP1984PLCQ04507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxaun®, TabaeTiky, NOKPbITHIE MJIeHOYHOH 00004K0ii, 400 mr + 325 mr

Batch No / Cepusa Ne : V2301250

Batch Quantity / O6bem naptum : 763.8 Kg

040001967380

Analytical Report No / AHanuTuueckuii otyer Ne :

Date of Analysis / laTa anaausa: 22.07.2023

Date of Manufacture / JlaTa npousBoacrsa : Jun.2023

Date of Expiry / Cpok rognoctu : May.2028

Analysis performed according ND / Anaau3 nposeaen mo HJI: [T N011252/01-160123

4 |Disintegration /
Pacnagaemocts

06 min 37 sec/ 06 mun 37 cek

Not more than 30 min /
He 6onee 30 My

5 |Dissolution /
PactBopenne

97 % To 99 %

98 % to 101 %

Not less than 70% (Q) of Ci3H;30,
(Tbuprofen) after 30 min /

He wmenee 70 % (Q)
(ubymnpoden) uepes 30 MuH

Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wMenee 70 % (Q)
(napaueramon) uepe3 30 MUH

Ci3H 130

CsHyNO,

Remarks:: The Product conforms to ND/
IIpuméuanue: [Iponykt coorBercTByeT Tpeboranusm HJI

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: [Tporepeno: Pardeep Kumar Onob6peHo: Menemxep / PykoBoaurens
Ankit Amit Kumar
f ‘\\’-
— I-S.v-‘ et
Reprint Date:. Reprint Date: Reprint Date: '
Jara: 22.07.2023 JHara: 22.07.2023 Jata: 22.07.2023

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: L85195AP1984PLCO04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTU®UKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg -
N6ykaun®, TabJieTKy, NOKPbITHIE NJIeHOUYHOH 000104Kkoii;, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301250

Batch Quantity / O6bem naptum : 763.8 Kg

040001967380

Analytical Report No / AHanuTH4yeckuii oTuer Ne :

Date of Analysis / lata anaymsa: 22.07.2023

Date of Manufacture / /laTa npoussoacrtsa : Jun.2023

Date of Expiry / Cpok rognocru : May.2028

Analysis performed according ND / Ananns nposeaes mo HJI: I N011252/01-160123

6 |Related substances / : 4-aminophenol (paracetamol impurity)
PoacTeHHblE IpUMeECH 0.0003% - not more than 0.005 % /
Method 1/ Metogn 1 4-amuHOdeHoN (MpUMeECh NapaueTaMmoia)
- He 6onee 0,005 %
Method 2 / Meton 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jro6as €IMHU1HAs NpHMeCh
(uObynpodena wiIM MapaneTamona) - He
6onee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceii (Meroa 1 + Meroj 2)
- He bonee 0,7 %
9 |Water/Bona 1.6% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr coorBercTByeT TpeboBanusam HJI

Opinion : APPROVED
3akmwuenue: OJJOBPEHO

Hara: 22.07.2023

Jara: 22.07.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroroBneHo: [Tposepeno: Pardeep Kumar Onobpeno: Menemxkep / PykoBoaurens
Ankit Of,, Amit Kumar ‘-flvv‘\ —

/ /L///
Reprint Date:. Reprint Date: Reprint Date: !

Jara: 22.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 29983, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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 www.drreddys.com
CEPTUOUKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykanu®, TabaeTkH, NOKPBITHIE NIJIEHOYHOM 000J104K0i1, 400 Mr + 325 mr

Batch No / Cepust Ne : V2301250

Batch Quantity / O6bem naptuu : 763.8 K¢

040001967380

Analytical Report No / AHannTn4eckuii oTyer Ne :

Date of Analysis / lata ananusa: 22.07.2023

Date of Manufacture / JlaTa nponsBoacrsa : Jun.2023

Date of Expiry / Cpok rognocru : May.2028

Analysis performed according ND / Anann3s npoeened mo HJI: TT N011252/01-160123

10 |Uniformity of dosage

¢) E. coli

units /
OnHOpPOAHOCTH Acceptance value (AV) should be not
JO3UPOBAHUA 0.9 more than 15.0 /
- Ibuprofen /ubynpocden Ilokazarens npuemnemoct (AV) nomkeH
ObITH He OoJiee 15,0
- Paracetamol/ 1.0 Acceptance value (AV) should be not
napateTraMmon more than 15.0 /
[ToxazaTtens npuemaeMocti (AV) n1omkeH
OBITE HE Oonee 15,0
11 |Microbiological purity /
Mukpobuonoruyeckas
yucrora*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Ob61uee YyUCo
a3pOOHBIX
MHKPOOPraHHU3MOB
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6onee 100 KOE/r
/ Ob1iee urcno
JIPONOKEBBIX U
TUIECHEBBIX rPUOOB NA

Shall be absent in 1g / OTCyTCTBUE B
1r

Remarks : The Product conforms to ND/
IIpumedanne: IIpoaykt coorBeTcTBYET TpeboBanusam HJ

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IloaroToBneHo: [Tposepeno: Pardeep Kumar OnobpeHo: Menemkep / Pykooaurens
Ankit L [ Amit Kumar W

Reprint Date:. Reprint Date: Reprint Date: '

Jara: 22.07.2023 Hata: 22.07.2023 Jara: 22.07.2023

Registered Office: 8-2-337, Road Mo. 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, Badd,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUO®UKAT AHAJIU3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabaeTku, MOKPbLITHIE NIEHOYHOH 000J04K0ii, 400 mr + 325 mr
Batch No / Cepus Ne : V2301250 Batch Quantity / O6bem napTum : 763.8 Kg
Analytical Report No / AHanuTH4ecknii otyer Ne : Date of Analysis / lata anaynmsa: 22.07.2023
040001967380
Date of Manufacture / lata npousBoactsa : Jun.2023 |Date of Expiry / Cpok rogsoctu : May.2028
Analysis performed according ND / Ananu3 nposenen mo HJI: I1 N011252/01-160123
12 |Assay/ 398.7 mg/398.7 mr From 360.0 to 440.0 mg of Ci3H;s0
KonuuecTBeHHOE (Ibuprofen) per tablet /
oTpeAeseHre Ot 360,0 mr po 440,0 mr Ci;3HisOs
(ubynpoden) B Tabnerke
324.05 mg/ 324.05 mr From 292.5 to 357.5 mg of CsHoNO;
(Paracetamol) per tablet /
Ot 2925 mr po 357,5 mr CgHyoNO,
(mapaueramo) B TabJieTke
13 | Package / YnakoBka 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. / Ilo 10 |in a carton. / Ilo 10 tabnerok B IIBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6nucrep. Mo 1, 2 unu 20 6mucrepos B
6aucrepy B Nadky KapTOHHYIO |Mayky KapTOHHYIO BMECTE c
BMECT€ C  HHCTPYKUHEH MO |MHCTPYKUHMEH MO NPUMEHEHHIO.
IPUMEHEHHIO.
14 | Labeling / Mapkupoka| According to ND. / B cootserctuu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue Ilpu remneparype He Bbiie 25 °C,
16 | Shelflife / Cpoxk 5 years /5 ner
TORHOCTH

* 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. / [IpoBOAHTCS TIPOU3BOUTENEM TIPH
BBIIYCKE NMEPUOAMYECKH: AN kaxaoi 20-oii cepuu win He MeHee 1 pasa B ron. [lokasarens MOXeT OBITH
HE BKJIIOUEH B CEPTH(UKAT aHANH3a GUPMBI

Remarks : The Product conforms to ND/
IIpumeyanne: IlponykT coorBeTcTBYET TpeboBaHUAM HJL

Opinion : APPROVED
3aknouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroroBneHo: ITpoBepeno: Pardeep Kumar OnobpeHo: Menemxkep / PykoBoaurens
Ankit e cj,/' Amit Kumar T

= /:"\‘”*.';_,-—"" ]
Reprint Date:. Reprint Date: Reprint Date: '
Hara: 22.07.2023 Hara: 22.07.2023 Hara: 22.07.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49500 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-6

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

CERTIFICATE OF ANALYSIS www. drreddys com

CEPTHOUKAT AHAJIN3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MN6ykaun®, TabeTKH, NOKPHITHIE MJIeHOYHOH 000a10uKo0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2301250

Batch Quantity / O6bem napTuu : 763.8 K

040001967380

Analytical Report No / AHaauTnyeckuii oryer Ne :

Date of Analysis / JlaTa ananmsa: 22.07.2023

Date of Manufacture / Jlata npousBoacTsa : Jun.2023

Date of Expiry / Cpok rogsoctu : May.2028

Analysis performed according ND / Anasiu3 nposeaen mo HJI: TTN011252/01-160123

API name (INN) /
HaumenoBauue A®C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / ITapaiueramon

API manufacturer batch number /
Homep cepun npousBoauTe/Is
ADC:

PIBM230149

1307/22-23, 5045/22-23

FP Manufacturer API Batch
number /

Howmep cepuu cyGcTaHIMH
npoussoautens [JID:

FEQA00217

FEQAO00188, FEQA00189

API Manufactured by & country /
IIpouseogureas ADC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTuB
®apma Caitencus Jlumuren,
WNupus

Sri Krishna Pharmaceuticals Ltd.,
India / lIpu Kpuinna
®dapmacerotukanc Jita., Uaaus

Remarks :

The Product conforms to ND/
IIpumeuanue: [Iponykr coorBercTByet TpeboBanusam HJL

Opinion : APPROVED
3aximouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IloarorosJsieHo: [Tpoeepeno: Pardeep Kumar Onobpeno: Menemxep / PykoBoautens
Ankit Amit Kumar /Xe»:\\""'

— | phsss—s
Reprint Date:. Reprint Date: Reprint Date: !
JHara: 22.07.2023 Hata: 22.07.2023 Hara: 22.07.2023
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