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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Page 1l of 5/Cytp.1m35

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxkanu®, Ta6aeTKH, NOKPHITHIE IIeHO4HOI 06010uK0H, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2400700

Batch Quantity / O6bem napruu : 761.25 Kg

040002524040

Analytical Report No / AHaanTHYecKuii oTdeT Ne :

Date of Analysis / JlaTa ananuza: 21.05.2024

Date of Manufacture / lara npousBoactsa : 04/2024

Date of Expiry / Cpok roguoctu : 03/2029

Analysis performed according ND / Ananu3 nposeaen mo HJI: IT1N011252/01-160123

IIpumeuanue: [TpoaykTt cootBercTBYeT TpeboBanusM HJI

3akmouenue: OJOBPEHO

Ne  |Test/Iloka3zaTesn Results/ Pe3ybTaThl Specification / Hopma
1 |Description/ Omucanue |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. / Tabnerkn
KarncyJaoBUAHON (OpMbI, TMOKPBITHIE|KANCYTOBUAHOR  (OPMBI,  TIOKDPBITHIE
IEHOYHOM 060I0YKOM OpaHXEBOTO|[IJIEHOYHOH  ODONOUKOM  OpaHXeBoro
[BETa, ¢ PUCKOI Ha OIHON CTOpOHE;|LiBeTa, C PHCKOH Ha OQHOH CTOpOHE; Ha
Ha [ONEPEYHOM paspese — SAAPO|MOMEpedHoM paspese — aapo Genoro unu
6enoro upera. nouty 6enoro LBeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
[TopnnHHOCTD 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 ynepxHBaHHUsS OCHOBHBIX ITHKOB
Ha XpOMaTorpaMme HUCITBITYEMOrO
pacTBopa  JOJKHBI ~ COOTBETCTBOBAThH
BpeMEHaM  YIep)KUBaHMS IHUKOB  HA
XpoMarorpaMMe pacTBopa CTaHAAPTHLIX
obpasuoB nbynpodeHa U Hapaueramona
(pazzmen «KonuyecTBeHHOE
ONpENENIEHHEN)
3 |Average tablets weight 974.0 mg / 974.0 mr From 9409 mg to 9991 mg
Cpenusist Macca (970.0 mg £ 3.0 %) /
TabJIETOK Or 940,9 wmr gmo 9991 MI
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

Prepared by /
IToarorosiaeno Rama

Checked by /
[TpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/OnmobpeHo: MeHgnxep /

Ci;/ PykoBoautens A

ybhishek Chauhan

Kant W
Reprint Date:

Hata: 21.05.2024

Reprint Date:
Jara: 21.05.2024

Reprint Date:
Hara: 21.05.2024
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
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www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

Page 2 of 5/CTp.2 M3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykInH®, TabNeTKH, NOKPbIThIE INIEHOYHOH 00004K0ii, 400 mr + 325 mr

Batch No / Cepua Ne : V2400700

Batch Quantity / O6bem napruan : 761.25 Kg

040002524040

Analytical Report No / AnanurH4yeckuii oryer Ne

Date

of Analysis / lata anamm3sa: 21.05.2024

Date of Manufacture / JlaTa npousBojactsa : 04/2024

Date

of Expiry / Cpok ropnoctH : 03/2029

Analysis performed according ND / Anann3 nposegen mo HJI: [T N011252/01-160123

4 |Disintegration /

06 min 40 sec / 06 MuH 40 cek

Not more than 30 min /

Poncrteenubie npuMecH
Method 1/ Meton 1

Method 2 / Meton 2

0.0004%

Below BDL (BDL Area 7052) / Hixe
Nopora perucTpaluyu
( Area 7052)

0.0004%

Pacnagaemoctb He 6onee 30 MUH
5 |Dissolution / 98 % To 102 % Not less than 70% (Q) of Ci3His02
PactBopeHue (Ibuprofen) after 30 min /
He wMenee 70 % (Q) CiHisO:
(ubynpoden) yepes 30 MUH
97 % to 102 % Not less than 70% (Q) of CsHoNO:
(Paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO:
(napaneramo) uepes 30 MUH
6 |Related substances / 4-aminophenol (paracetamol impurity)

- not more than 0.005 % /
4-amuHodeHon (MpuMech napaleTaMmoa)
- "e 6onee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jlro6as eJMHNYHAs NIPUMECH
(ubynpodeHa uny mapaneTamosia) - He
oonee 0,3 %

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

Cymma nipumeceii (Merton 1 + Meton 2)
- He Gonee 0,7 %

9 |Water/Boga

1.5%

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

Remarks : The Product conforms to ND/
ITpumeuanue: [Iponykr cooTBeTcTBYET Tpebosanusam H/L

Opinion : APPROVED
3axmouenune: OJOBPEHO

Prepared by /
IToarorosneHo Rama

Checked by /
[TpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive

Jara: 21.05.2024

/Ono6peno: Mengmxep /
Kant @w\ U.d . ‘ Pykosoautens Aphishek Chauhan
/ Ci’;” [
Reprint Date: Reprint Date: Reprint Date: !

JlaTa: 21.05.2024

Hara: 21.05.2024

Registered Oflice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500024, Telangana, India
Tel: +21 40 4500 2500, Fax: +91 40 4900 2929, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04E0T
www.drreddys.com
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r. Reddy's Laboratories Ltd.
Formulation Unit-6
Viil. Khol, Nalagarh Road, Bacidi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Page3 of 5/Crp.3 u3 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, Ta6aeTKH, NOKPHITHIE NJIEHOUHOH 000/104K0i, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2400700

Batch Quantity / O6bem mapTun : 761.25 Kg

Analytical Report No / AranuTH4ecKHii oT4eT No :

040002524040

Date of Analysis / J/laTa ananusza: 21.05.2024

Date of Manufacture / Jlata npoun3BoacTsa : 04/2024

Date of Expiry / Cpok roanocru : 03/2029

Analysis performed according ND / Ananu3s nposesen mo HJI: I1N011252/01-160123

10 |Uniformity of dosage

units /
OJIHOPOIHOCTD Acceptance value (AV) should be not
JIO3UPOBAHUS 1.7 more than 15.0 /
- Ibuprofen /ubynpoden Tokazaresns npremiaeMocTd (AV) nosmkeH
ObITH He Honee 15,0
- Paracetamol/ 2.3 Acceptance value (AV) should be not
napaneTamo more than 15.0 /
INokazarens npueMneMocTH (AV) fokeH
OBITE He OoJee 15,0
11 |Microbiological purity /
Muxkpobuosoruueckas
yucroTa*
a) Total aerobic NA Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
Obuiee yucno
aspobHBIX
MHKPOOPTaHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/T
/ Obuiee 4ucno
JIPOMOKEBLIX U
IJIECHEBBIX TPHOOB
c) E. coli NA Shall be absent in lg / OTCyTcTBHE B

ir

Remarks : The Product conforms to ND/

Mpumeuanue: IIpoayKT coorBeTcTBYET TpeOoBanusaM HJT

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by /
Iloarorosneno Rama

Kant : btd_

Checked by /
[TpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno: Menejuxep /
Pyxopoaurens Alhishek Chauhan

L {

Reprint Date:
Jata: 21.05.2024

Reprint Date:
Jlata: 21.05.2024

S ]

Reprint Date:
Hara: 21.05.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2300, Fax: +51 40 4900 2999, Email: mail@drreddys.com

CIN: LSS195AP1984PLCO0AS0T7

www.drreddys.com




Dr.Reddy’s ":'.

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

Viil. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A Page4 of 5/ Crp.4 u3 5
Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykana®, Ta61eTKH, NOKPHITHIE MJIeHOYHO 060104K0ii, 400 Mr + 325 mr
Batch No / Cepus Ne : V2400700 Batch Quantity / O0bem naptan : 761.25 Kg
Analytical Report No / AnannTr4ecknii oruer Ne : Date of Analysis / [laTa ananu3a: 21.05.2024
040002524040
Date of Manufacture / /lata npoussonctsa : 04/2024 Date of Expiry / Cpok rogHocts : 03/2029
Analysis performed according ND / Ananu3 nposeaes mo HJI: T1 N011252/01-160123
12 |Assay/ From 360.0 to 440.0 mg of C;H;50,
Konuyectsennoe (Ibuprofen) per tablet /
OTIpe/iesieHHE 397.1 mg/397.1 Mr Or 360,0 mr go 440,0 mMr C;His0,
(ubynpoden) B TabneTke
From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
334.05 mg/ 334.05 mr Or 292,5 mr go 357,5 mr CsHoNO,
(napaueramol) B TaOJIETKe
13 | Package / Ymaxkorka 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. / ITo 10 |in a carton. / [To 10 Tabnerox B IIBX/Al
tabnetok B [IBX/Al 6nucrep. [To 1 |6nuctep. Ilo 1, 2 unun 20 Gnucrepos B
ONMMCTEPY B TAayKy KApTOHHYKO |MadKy KapTOHHYIO BMECTE c
BMECTE C  HHCTPYKI[MeHd [0 |MHCTPYKUUEH [0 NPMMEHEHHIO.
IPUMEHEHMIO.
14 | Labeling / Mapkuposka| According to ND. / B cootsercTsud ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temneparype He Bbile 25 °C.
16 | Shelf life / Cpok 5 years /5 net
rOIHOCTH

* 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. / [IpoBonuTcs npouzBopuTeneM IpH
BBITTYCKE TMEPHOAMYECKH: ANs Kakaoi 20-0i cepuy Wi He MeHee 1 pasa B roj. [ToxasaTens MOXET ObITh
He BKJIIOYEH B cepTU(UKAT aHanu3a GupMbl

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT coorBeTcTBYeT Tpeboanuam HJL

Opinion : APPROVED
3akiouenue: OJOBPEHO

Prepared by /

Kant

[Toarorosnero Rama

Ut

Checked by /
ITpoBepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peHo: Mengjukep /

Pyxosomutens Aphishek Chauhan

/
L

Reprint Date:
Jara: 21.05.2024

Reprint Date:
Jara: 21.05.2024

Reprint Date:
Jata: 21.05.2024

Registerad Office: 3-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCI04S07
www.drreddys.com




Dr.Reddy’s Q'f'

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Page S5 of 5/ Crp.5 us 5

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxkanu®, TabJIeTKH, NOKPHLITHIE IIeHOYHOI 060104K0H, 400 M + 325 mr

Batch No / Cepusi Ne : V2400700

Batch Quantity / O6bem maptuu : 761.25 Kg

040002524040

Analytical Report No / Anannrnueckuii oTyer Ne :

Date of Analysis / Jlata anammsa: 21.05.2024

Date of Manufacture / laTta npousBoacrsa : 04/2024

Date of Expiry / Cpox rognoctu : 03/2029

Analysis performed according ND / Auasu3s nposeaen mo HI: TIN011252/01-160123

API name (INN) /

Hanmenosanue ADC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Taparietamon
API manufacturer batch number / PIBM230460 1163/23-24

Howmep cepuu npoussoautes ADC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIMH FERA00049 FERA00084

npoussoanteas I'JID:

API Manufactured by & country /
IIpouzsogurens A®C, ctpana:

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

Sri Krishna Pharmaceuticals
Ltd., India / llpu Kpuina
®apmacwrotukanc JIta., Muaus

Remarks : The Product conforms to ND/
Ipumeuyanue: Ipoayx coorBercTByeT Tpebopanusam HJJ

Opinion : APPROVED
3aknwuenne: OJIOBPEHO

Prepared by /
[Moarorosneno Rama

Checked by /
ITpoeepeno: Pardeep Kumar

Approved by: Manager/Executive
/Ono6peno: Menejikep /
PykoBoautens Abhishek Chauhan

Kant @“W
Reprint Date: :

Hara: 21.05.2024

Reprint Date:
JHara: 21.05.2024

Reprint Date:
JHara: 21.05.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
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