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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykanu®, Tab/1eTKH, IOKPBITHIE IJIECHOYHOH 000104K0ii, 400 mr + 325 mMr

Batch No / Cepnsa Ne : V2302497

Batch Quantity / O6bem maptuu : 776.0Kg

040002351965

Analytical Report No / Ananutnueckuii orger Noe :

Date of Analysis / /laTta ananusa: 27.12.2023

Date of Manufacture / Jlata npon3soacTsa : 12/2023

Date of Expiry / Cpok rogsoctu : 11/2028

Analysis performed according ND / Ananns nposeaen mo HJI: II N011252/01-160123

Ne Test / IToka3zaTesnb

Results/ PesyabTaTsl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KarncynoBuaHo# (opMbI, MOKPBITHIS
IUIEHOYHOH 0607I0UKOH OpaHXeBOro
LBETa, C PUCKOH Ha OJHOM CTOpOHE;
Ha TIIONEpEeYyHOM pas3pese — SApPO
Oesoro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / Tabnerku
KanCyJoBUAHOM  (QOPMBI,  1IOKDbITHIE
IUIEHOUHOH  00ONOUKOH  OpaHXKeBOro
L|BETa, C PUCKOM HAa OAHOH CTOpOHE; Ha
MONIEPEYHOM paspese — SApo Oenoro uiu
noutu 6esoro 1BeTa.

2 |Identification /
ITopnuuHOCTE

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) /

BpemeHa yaep>XuBaHHS OCHOBHBIX ITHKOB
Ha XpoMaTorpamme HCTIBITYEMOTO
pacTBOpa  JOJDKHBI ~ COOTBETCTBOBATH
BpEMEHaM  YAEP)KUBaHUA [IHMKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHAAPTHBIX
obpaznoB ubynpodeHa u mapareramona

CpenHsas macca

(paznen «KonuuecTBeHHOE
OIpENIETIEHUEY)
3 |Average tablets weight 974.8 mg/ 974.8 mr From 9409 mg to 999.1 mg

(970.0 mg + 3.0 %) /

Ilpumeyanne: IlpoaykT coorBeTcTBYeT TpeboBaHmusm HJL

TabNeToK Or  940,9 MF 10 999,1 MI
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axknwyenne: OJJOBPEHO

Jlara: 27.12.2023

Prepared by / _ Checked by / Approved by: Manager/Executive/
IToarorosneHo: 4\ ITposepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBoaureinb
Ankit L~ Maurya { Manoj Kumar 2 f

A o
Reprint Date:. Reprint Date: Reprint Date:

Hara: 27.12.2023

Hara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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vww.drreddys.com




Dr.Reddy’s ‘%

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

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

CERTIFICATE OF ANALYSIS yw,drreddys.com
CEPTUP®UKAT AHAJIM3A
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, TabneTkH, NOKPBITHIE ILIEHOYHOH 060104uK0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2302497

Batch Quantity / O6bem maptun : 776.0K g

040002351965

Analytical Report No / Ananurudyeckuii oTuer Neo @

Date of Analysis / laTa ananu3za: 27.12.2023

Date of Manufacture / /laTa npouspoacrsa : 12/2023

Date of Expiry / Cpok rognocts : 11/2028

Analysis performed according ND / Ananu3s nposegen mo HJI: IT1 N011252/01-160123

PactBopeHue

99 % to 103 %

4 |Disintegration / 06 min 25 sec/ 06 muH 25 cek  |Not more than 30 min /
Pacnapaemocthb He 60mnee 30 MUH
5 |Dissolution / 97% To 102 % Not less than 70% (Q) of Ci3Hys0;

(Ibuprofen) after 30 min /

He wMenmee 70 % (Q)
(ubynpoden) yepes 30 MUH
Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenee 70 % (Q)
(nmapaueramou) yepes 30 MUH

Ci3H 130,

CsHoNO,

Remarks : The Product conforms to ND/
Ilpumeuanne: IIpoaykt coorBercTBYeT TpeboBaHUAM HJL

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneHo: ﬂ ITpoBepeno: Santgsh Kumar | Ono6peHo: Menemxkep / PykoBoauTens
Ankit |~ | Maurya (él‘ Manoj Kumar h g

U LLLL
Reprint Date:. Reprint Date: Reprint Date:
JHara: 27.12.2023 Hara: 27.12.2023 Hara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tzl +81 40 4800 2900, Fax: +91 40 1900 2999, Email: mail@drreddys.com

Citd: L85195AP1284PLC004507
vawvwdrieddys.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 v drreddys.com

CEPTHOUKAT AHAJIM3A

Page3 of 6/ Ctp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaun®, TaGleTKH, NOKPBITHIE NJIeHOYHOH 060104K0M, 400 mr + 325 Mr

Batch No / Cepus Ne : V2302497

Batch Quantity / O6bem mapruu : 776.0Kg

040002351965

Analytical Report No / AHanuTH4YecKkdii oTyer Ne : Date of Analysis / /laTa anaau3a: 27.12.2023

Date of Manufacture / Jlata npoussoacrsa : 12/2023  |Date of Expiry / Cpok rogxocru : 11/2028

Analysis performed according ND / Ananu3s nposeaen nmo HJI: TTN011252/01-160123

6 |Related substances /
PoncTeeHHbIE IPUMECH
Method 1/ Meton 1

Method 2 / Metox 2

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

4-amuHo(eHoN (IpUMECh MapalieTaMmona)
- He Oosnee 0,005 %

0.04% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas eTMHIYHAas npuMech
(uOynpodena wnu Napaneramosna) - He
oonee 0,3 %

Total impurities (Method 1+ Method 2)
0.07% - not more than 0.7 % /

Cymma npumeceit (Meron 1 + Meton 2)
- He 6onee 0,7 %

9 |Water/Bona 1.6% Not more than 5.0 % /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykt cooTBeTcTRYeT TpeboBanusam HJ | 3akmouesue: O/JTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneHo: Ilposepeno: Santosh Kumar | Ono6peno: Menemkep / PykoBognrens
Ankit A Maurya g/ Manoj Kumar F\I’_"Qf
Reprint Date:. Reprint Date: Reprint Date:
Hara: 27.12.2023 Hara: 27.12.2023 Hara: 27.12.2023

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: L85195AP1284PLC004507
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Dr.Reddy’s ":‘.

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

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

CERTIFICATE OF ANALYSIS |, drcddvs com
CEPTHU®UKAT AHAJIN3A

Page 4 of 6/ Crp.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanH®, Ta0/IeTKH, NOKPBITHIE IVIeHOYHOH 000104K0H, 400 Mr + 325 mr

Batch No / Cepust Ne : V2302497

Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / AnanuTHyeckuii oTuyer Ne :
040002351965

Date of Analysis / lata ananmza: 27.12.2023

Date of Manufacture / /Iata npou3Boacrsa : 12/2023

Date of Expiry / Cpok rognoctn : 11/2028

Analysis performed according ND / Ananu3 nposeged no HJ: IT1 N011252/01-160123

10 |Uniformity of dosage

units /

OnHOpOoAHOCTD Acceptance value (AV) should be not

JIO3UPOBaHMsI 1.8 more than 15.0 /

--Ibuprofen /ubynpoden Hoxazatesns npuemiieMoct (AV) HoJkeH
OBITH He 6ouiee 15,0

- Paracetamol/ 1.1 Acceptance value (AV) should be not

napawneramor more than 15.0 /
[Tokazartens npuemieMocTd (AV) nomkeH
OBITE He Oonee 15,0

11 |Microbiological purity /

Mukpobuooruyeckas

yucroTa*

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

microbial count / He 6onee 1000 KOE/r

O61ee yucio

a»pOOHBIX

MHKpPOOPraHU3MOB

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

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

/ Ob1ee uucno

JIPOXKKEBBIX U

NJIECHEBBIX TPUOOB

¢) E. colt NA Shall be absent in lg / OtcyrcTBHE B

1r

Remarks : The Product conforms to ND/
Ilpumeuanue: [Iponykt coorBercTBYeT TpeboBanusM HJI

Opinion : APPROVED
3akmouyenue: OJJOBPEHO

Hara: 27.12.2023

Jlara: 27.12.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroTtoBneHo: A [IpoBepeno: Santosh Kumar | Omobpeno: Menemxep / PykoBoaurtens
Ankit / L Maurya Manoj Kumar |I.h\'7‘_%i’£;é

Reprint Date:. Reprint Date: Reprint Date:

Hara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4500 2200, Fax: +51 40 4900C 2999, Email: mail@drreddys.com
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Dr.Reddy’s ":.

Dr. Reddy's Laboratories Lid,
Formulation Unit-6

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

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS |\ dcidve com

CEPTHOUKAT AHAJIN3A

PageSof 6/ Ctp.5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxiana®, Tab1eTKH, NOKPLITHIE IIEHOYHO# 060104K0#, 400 mr + 325 mr

Batch No / Cepust Ne : V2302497 Batch Quantity / O0bem naprum : 776.0Kg
Analytical Report No / AnanuTudeckuif oruer Ne : Date of Analysis / /laTa anaau3za: 27.12.2023
040002351965

Date of Manufacture / lata npousBoacrsa : 12/2023  |Date of Expiry / Cpok rogsocru : 11/2028

Analysis performed according ND / Anann3s nposeaen no HJI: I1 N011252/01-160123

12 |Assay/
KonuyecTBeHHOE
ornpeJesieHue

393.5 mg/393.5 Mmr From 360.0 to 440.0 mg of C;3H;30;
(Ibuprofen) per tablet /

Or 360,0 mMr mo 440,0 mr C;3His0;
(ubynpoden) B Tabnerke

327.37mg/ 32737 Mr From 292.5 to 357.5 mg of CgHoNO;
(Paracetamol) per tablet /

Or 292,5 mr pgo 357,5 mr CsHoNO,
(mapaneramo) B TabyeTke

13 | Package / YnakoBka

10 tablets in PVC/Al blister. 1 |10 tablets in PVC/AIl 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 Tabnerok B [IBX/Al
tabnetok B [IBX/Al 6muctep. [To 1 |6muctep. o 1, 2 unu 20 6nucrepoB B

OmucTepy B MNayKy KapTOHHYIO |[ayky KapTOHHYIO BMECTE c
BMeCT€ C  HHCTpPYKUMEH 1O |MHCTPYKUMUEH IO IPUMEHEHHIO.
IPUMEHEHHUIO.

14 | Labeling / MapkupoBka

According to ND. / B cootserctBuu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHnue Ipu temneparype He Bblue 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. / [IpoBoauTCS MpOU3BOAUTENEM IIpU
BBIIYCKE MEPHOAMYECKH: JUTd Kaxaoi 20-0if cepuu i He MeHee 1 pasa B rof. [lokazarens MOXET ObITh
HE BKJIFOYCH B cepTU(DHUKAT aHAIU3a GHUPMEI

Remarks : The Product conforms to ND/ Opinion : APPROVED

Ipumeuanue: [Ipoaykrt cootBercTBYeT Tpebopanuam H]| | 3akmoyenne: OOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[TogrotoneHo: - [Mpoeepeno: Santosh Kumar | Opo6peno: Menemxep / Pykospaurens
Ankit ﬂ/ Maurya NG Manoj Kumar M
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
Tel: +91 40 4500 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiN: L85195AP1984PLCO04507
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Dr. Reddy's Laboratories _td.
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/ “. Formulation Unit-6
Dr’ Reddy s -. Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND!A

Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS |\ oo e (om

CEPTUOHUKAT AHAJIN3A

Page 6 of 6 / Cp. 6 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoyxaua®, TabaeTKH, IOKPBITHIE I1eHOYHOH 000/104K0it, 400 mr + 325 mr

Batch No / Cepusi Ne : V2302497 Batch Quantity / O6bem naptuu : 776.0Kg
Analytical Report No / AHaauTHYecKHH oTyeT Ne : Date of Analysis / /laTa anaan3sa: 27.12.2023
040002351965

Date of Manufacture / lata npousBoacrsa : 12/2023  |Date of Expiry / Cpok rogaoctu : 11/2028

Analysis performed according ND / Ananu3 nposefen mo HJ: [1N011252/01-160123

ﬁiﬁ;:&igil\i) 14 ®C (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapauetamon
API manufacturer batch number /
Homep cepuu NpOH3BOAUTEJIS PIBM230373 0834/23-24
ADC:
FP Manufacturer API Batch
number /
Homep cepuu cy6eTanmun FEQA00481 FEQAO00565
npouseoautess I'JID:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Coniapa OxTuB India / IlIpu Kpuurna
Hpounspoaurens ADC, cTpana: ®dapma Caitercus Jlumuten, ®apmackrotukaic Jita., Uanus
Wnnus
Remarks : The Product conforms to ND/ Opinion : APPROVED
IMpumeyanue: [poaykT cootsercTByeT Tpebopanusam HJL | 3akmiouenue: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[loarorosneHo: /A IIpoBepeHo: S(zgosh Kumar | Opobpeno: Menemxep / PykoBoaurens
Ankit ~" | Maurya Manoj Kumar Nromralict
Reprint Date:. Reprint Date: Reprint Date:
Hara: 27.12.2023 Jara: 27.12.2023 Mara: 27.12.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1284PLC004507
www.drreddys.com




