Dr.Reddy’s ‘7‘:"

CERTIFICATE OF ANALY

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

Vill. Khol, Nalagariy Road, Baddj,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 560061-02
www.drreddys.com

SIS

CEPTUDPHUKAT AHAJIM3A

Page1of 6/ Ctp. 1 u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykanu®, TabaeTKH, IOKPBIThIE MJIeHOYHOI 000104K0ii, 400 Mmr + 325 mr

Batch No / Cepus Ne : V2300862

Batch Quantity / O6bem naptuu : 776.000K g

040001831606

Analytical Report No / Ananutuuecknii otyer No :

Date of Analysis / Jlata ananusa: 18.05.2023

Date of Manufacture / Jlata npoussoactaa : Apr-2023

Date of Ex

piry / Cpok rognocty : Mar-2028

Analysis performed according ND / Ananus nposenen no HJI: T1 N011252/01-300522

Ne Test / Iloka3zaTenan

Results/ Pe3ysibTaThl

1 |Description/ OnucaHnue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core./ Tabnetku
KaIncynoBUAHOH (OPMBI, TMOKPBITIC
NIEHOYHOH 000104YKOH OpaHKEeBOro
L[BETa, C PUCKOH HA OJHOM CTOpOHE;
Ha [ONEepeyHOM pa3pe3e — sIpo
fenoro ngeTa.

| Specification / Hopma

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  KamncyJOBUAHOH dbopmsl,
IIOKPBITHIE IJIEHO4HOH obonoukoil
OpaHXKEBOro LBETa, C PUCKOH Ha OAHON
CTOPOHE; Ha MOMEPEUHOM paspese — sipo
6enoro Uiy No4yTu 6enoro LBera.

2 Identification /
IMogMHHOCTD

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 yiep)KHBaHUS OCHOBHBIX THKOB
Ha XpoMarorpaMme UCTIBITYEMOTO
pacTBOpa  JOJDKHBl ~ COOTBETCTBOBAaTh
BpeMEHaM  YAEpXUBaHUA MHKOB  Ha
XpOMaTorpaMMe pacTBOpa CTaHIApTHBIX
obpasuoB ubynpodeHa U mapaueramona
(pasmen «KonmtuecTBeHHOE
ONpEIEIICHUE)

Remarks: The Product conforms to ND/
Ipumeuanue: [Tpoaykr cootBeTcTBYeT TpeGopanusam HI[ | 32

Opinion: APPROVED

kiaovenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Iloaroroneno: Pardeep | IIpoeepeno: Himesh Kumar Opobpeno: Menemiep / PykoBoautens
Kumar . Q;jf—g Amit Kumar ,-::F,..,f-

Reprint Date: Reprint Date: Reprint Date:

Jata:18.05.2023 Hara:18.05.2023 Hara:18.05.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hillz, Hvderabad - 500034, Telangana, ind:
Tel: +91 40 4900 2300, Fax: +91 30 420¢ 2999, Email: mail@direddys com

CIN. L85195AP1534PLC004507
www.drreddys.com



Dr.Reddy’s Q:f‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND!IA
Tel: +93 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Page2of 6 /CTp.2 u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykana®, TabaeTKH, IOKPLITHIE MIEHOYHOI 060104K0i1, 400 mr + 325 mMr

Batch No / Cepust Ne : V2300862

Batch Quantity / O6bem naptiu : 776.000K g

040001831606

Analytical Report No / AHanutudecknit otuet No ; Date of Analysis / Jlata ananuza: 18.05.2023

Date of Manufacture / Jlata npou3BoacTsa :

Apr-2023 Date of Expiry / Cpok roasoct : Mar-2028

Analysis performed according ND / Ananus

npoeeaed no HJ: ITN011252/01-300522

3 |Average tablets weight 971.8 mg/971.8 mr 940.9 mg to 999.1 mg|
CpenHsist macca (970.0 mg £3%) /
TabneTok Or 940,9 wmr Jjgo 999, mr

(970,0 Mmr £+ 3 %)

4 |Disintegration / 08 min 33 sec/ 08 mun 33 cex  |Not more than 30 minutes /
Pacnapaemocts He 6oee 30 Mus

5 Dissolution / 97 % to 103% Not less than 70% (Q) Cl]H{gOz
PacTBopeHue (Ibuprofen) dissolved in 30 minutes /

99% to 107% Not less than 70% (Q) CsHoNO,

He wMenee 70 % (Q) CisHi50;
(ubynpoden) uepes 30 MuH

(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO,

(napauetamon) uepes 30 MuH

Remarks: The Product conforms to ND/

Opinion: APPROVED

IIpumeuanne: [Ipoaykt coorBeTcTBYET TpeOGoBanuam HJ[ | 3axmodenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[lonroroenero: Pardeep | Ilposepeno: Himesh Kumar Opnobpeno: Menexep / PykoBoaurens

Kumar o

Amit Kumar o~ -

—_—

Reprint Date: Reprint Date: Reprint Date: |
Jara:18.05.2023 Jata:18.05.2023 Hara:18.05.2023
Registered Office: 8-2-337, Road Ne. 3, Banjara Hills, Huilerabad - 500034, Telangang,

Tei: +9 L 10 4900 2900, Fax:
CIN. LE5195AP15G4

+O1 40 4200 2664, Email: mail@drreddys.com
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Dr.Reddy’s ":"

Dr. Reddy's Laboratories 1td.
Formulation Unit-6

Vili. Khol, Nalagari Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page3 of 6 / C1p. 3 u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, Tab1eTKH, NOKPbITHIE MIEHO4YHOiT 000104K0ii, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300862

Batch Quantity / O6bem naptuu : 776.000K g

040001831606

Analytical Report No / Ananutiueckuit oryet Ne ;

Date of Analysis / Jlata ananu3a: 18.05.2023

Date of Manufacture / Jlata npoussoicrsa : Apr-2023

Date of Expiry / Cpok ronxocty : Mar-2028

‘Analysis performed according ND / Asann3 npoeeznen no HJI: I1 N011252/01-300522

6 |Related substances /
PoncTeeHHble MpUMecH
Method 1/ Meton 1

Method 2 / Meton 2

0.0001%

0.03%

0.03%

4-aminophenol (paracetamol impurity) /
4-amnHo(eHON (NpUMeECk MmapaleraMmona)
- not more than 0.005% /

He Oonee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jliwobas enuHu4Has
NPpUMECH (ubynpocdena WIH
napaueramona) - not more than 0.3% /

He Gonee 0,3 %

Total impurities- (Method 1+ Method 2) /
Cymma upumeceit (Meron 1+ Meroy 2) -
not more than 0.7% / He 6onee 0,7 %

9 |Water/Bopa

1.5%

Not more than 5.0% /
He 6o11ee 5,0 %

Remarks: The Product conforms to ND/
Ipumeuanne: [Tpoaykr cootBeTcTBYET TpeGoBaHUAM HJI

Opinion: APPROVED
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: P%u'deep ITposepeno: Himesh Kumar Opno6peHo: Mengmxep / PykoBoaurens
Kumar — “Q/_% Amit Kumar /&.L\\-’“

Reprint Date: Reprint Date: Reprint Date: | =

Hata:18.05.2023 Jata:18.05.2023 Hara:18.05.2023

Registered Office: 8-2-337, Road Ne 2, Bangara Hills, Hedarshad - 500034, Telangang, i
Tel: +91 40 4900 2800, Fax: +91 10 4206 2445, Email: mail@drreddys.com

CIN. L35195AP1884P1.C004507
wynwdrreddys.com




Dr.Reddy’s ‘,’:‘

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

Vill. Xhol, Nalagaih Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Page 4 of 6/ Ctp. 4 n3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HNOoykanH®, TabneTKH, NOKPLIThIE NJIeHOYHOiT 000a04Koii, 400 mr + 325 mMr

Batch No / Cepust Ne : V2300862

Batch Quantity / O6bem naprtuu : 776.000K g

040001831606

Analytical Report No / Ananutu4eckuii oryet Ne :

Date of Analysis / Jlata ananu3a: 18.05.2023

Date of Manufacture / Jlata npoussoactsa : Apr-2023

Date of

Expiry / Cpok rogHocTn : Mar-2028

Analysis performed according ND / Ananuz nposenen no HJ{: [T N011252/01-300522

O61uee uuco
a3poOHBIX
MUKPOOpPraHnu3MoB

b) Total combined
yeasts and mould count
/ Ob1ee yucno
JPOMOKEBBIX U
NJIECHEBBIX I'PHOOB

c) E. coli

Less than 5 CFU/g /
Menee 5 KOE/r

Absent in 1g/ OTcyTcTBYET B 1T

10 |Uniformity of dosage
units /
OnHOpOAHOCTH 1.5 Acceptance value (AV) should be not
JIO3UPOBaHNUS more than 15.0 /
- Ibuprofen /ubynpoden [Tokazarens npuemMneMocti (AV) aomxeH
ObITh He Oonee 15,0
- Paracetamol/ 1.5 Acceptance value (AV) should be not
napaueTaMmoit more than 15.0 /
INoxasartens npuemiemoctu (AV) fonKcH
ObITL He bonee 15,0
11 |Microbial limits /
Muxkpobuonoruyeckast
yuCrord
a) Total aerobic 10 CFU/g/ Not more than 1000 CFU/g /
microbial count / 10 KOE/r He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall be absent in lg / OrcyTcTBHE B
Ir

Remarks: The Product conforms to ND/
IlIpumeuanne: I1poaykTr cooTBeTcTBYET TpeboBaHuaM HJL

Opinion: APPROVED
3axnouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToxrorosieHo: Pardeep | Ilposepeno: Himesh Kumar Ono6peno: Meyemxkep / Pykosoaurens
Kumar o - Qj—; Amit Kumar ;’&«ﬁf/” )

Reprint Date: Reprint Date: Reprint Date: ! )

Hata:18.05.2023 Hara:18.05.2023 Jata:18.05.2023

Registeredi Office: 8-2-337, Roau Ne 3, Ganjara Hiz, Hyderahed - 500034, Telangan:, iz

Tel: +91 40 4900 2200, Fax: +51 <10 4uC

CIN. L35195AP1I984PLCO04507
wawwdrrizddys com

2. BEmatl: mail @drreddys.com




Dr.Reddy’s ‘,‘:‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

PageS5Sof 6 /CTp.5u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
HUOoykJIuH®, Tab1eTKM, NOKPLITHIE NJIEH0YHOI 06010uKoii, 400 mr + 325 mr
Batch No / Cepust Ne : V2300862 Batch Quantity / O6bem maptuu : 776.000K g
Analytical Report No / AHanutuueckui otdet Ne : Date of Analysis / Jlata ananuza: 18.05.2023
040001831606
Date of Manufacture / lata nponsgonctsa : Apr-2023 Date of Expiry / Cpok rogHocTtu : Mar-2028
Analysis performed according ND / Ananu3 npoeeaen no H/I: 11 N011252/01-300522
12 |Assay/ 398.5 mg /398.5 mr 360.0 to 440.0 mg of CiHizO,
KonnyecteeHHoe (Ibuprofen) per tablet /
onpejeseHne Or 360,0 mr go 440,0 mr CizHigOs
(nb6ynpoden) B TabneTke
324.98 mg / 324.98 mMr 2925 to 3575 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr GCgHoNO,
(mapaueramoJi) B TabJeTKe
13 | Package / YnakoBka 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. / Tlo 10 |in a carton. / ITo 10 tabnerok B IIBX/Al
Tabnerok B IIBX/Al 6nucrep. [To 1 |6nmctep. [lo 1, 2 unu 20 6auctepoB B
onucrepy B ‘Hayky KapTOHHYK |Maudky KapTOHHYIO BMECTE c
BMECTE ¢ MHCUPYKLMER 10 [MHCIPYKUMER 1IU NPUMEHEHHIO.
NPUMEHEHHUIO.
14 | Labeling / MapkupoBka| According to ND. / B cootBeTcTBuM ¢ HJT.
15 | Storage conditions / At temperature not more than 25 °C. /
Xpanenue I1pu Temnepatype He Bble 25 °C.
16 | Shelf life / Cpoxk 5 years /5 net
TOJIHOCTU

Remarks: The Product conforms to ND/
IIpumeuanue: [TpoayKT cooTBETCTBYET TpeboBanusaM HJT

Opinion: APPROVED
3akiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToororosneHo: Pardeep HpOBepw Ono6peHo: Menemkep / Pykosoautens
Kumar = = Amit Kumar k-»\r-’ ;

Reprint Date: Reprint Date: Reprint Date: '

Jata:18.05.2023 JlaTa:18.05.2023 Jara:18.05.2023

Registered Office: 8-2-337, Road No
Tel: +51 40 4900 2200, Fax: +51 101206

3, Baniara Hills, hyderabs

CIN. L85 195AP1554PLC004507
www drreddys.com

- 5000314, Telangzna, indic
, Email mail@direddys.com




‘..0 Dr. Reddy's Laboratories Ltd.
/ L] . .
Forimulation Unit-6
Dr. Reddy s '. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIa
Tel: +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

Page 6 of 6 / Ctp. 6 u3 6

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
U6yxaun®, TabjeTkH, IOKPHIThIE NIJ1eHOYHOIi 060J104K0ii, 400 Mr + 325 Mr

Batch No / Cepus Ne : V2300862 Batch Quantity / O6wem naptuu : 776.000K g
Analytical Report No / Ananutnueckuit oruer Ne : Date of Analysis / Jlata ananusa: 18.05.2023
040001831606

Date of Manufacture / Jlata npousBojctsa : Apr-2023 Date of Expiry / Cpok roanocty : Mar-2028

Analysis performed according ND / Auanun3 nposeaen no HJI: [T N011252/01-300522

API name (INN) /

Hanmenosamne ADC (MHH): Ibuprofen / M6ynpoden Paracetamol / [1apanietamon

API manufacturer batch number / PIBM230124 1596/22-23
Homep cepun npouzsogurtenss ADC:

FP Manufacturer API Batch number /
Homep cepuu cybcTannuu FEQAO00179 FEQAO00165

npoussoautes I'JIdD:

Solara Active Pharma Sciences Sri Krishna Pharmaceuticals
API Manufactured by & country / Limited, India / Conapa DxTuB Ltd., India / pu Kpuiina
Iipoussoaurenb ADC, crpana: ®apma Caiiencus Jinmuren, ®apmacslotikanc Jita.,
Wnpus WUupns
Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanue: [ponykr cootsercteyet TpeboBanusm HJ[ | 3akmouenune: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarotoeneno: Pardeep | Ilpoepeno: Himesh Kumar OnoOpeno: Meuemxkep / PykoBoautens
Kumar i ' == Amit Kumar N
Reprint Date: Reprint Date: Reprint Date: YV i
Hata:18.05.2023 Hara:18.05.2023 Hata:18.05.2023
Registered Office: 8-2-337, Road No. 2, Daniara Hilis, Hyderabad - 500034, Telangan o, indis

Tei: +91 40 4300 2200, Fax: +31 40 4200 2999, Emaii: mail@drreddys.com
CIN. L85195AP1934PLCO04507
wwy direddys.com



