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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
CEPTHOHUKAT AHAJIM3A -

Page 10of 6/ Ctp. 1 U3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg -
Hoykanu®, TabneTkH, MOKPHITHIE MJIeH04YHOoli 060104Ko0ii, 400 mr + 325 mr

Batch No / Cepusi Ne : V2301144

Batch Quantity / O6beM napTum : 719 6 Kg

040001926147

Analytical Report No / Anaaurndeckuii oT4yeT Ne :

Date of Analysis / lata ananu3za: 30.06.2023

Date of Manufacture / /lata npousBoacrsa : Jun.2023

Date of Expiry / Cpok rognoctu : May.2028

Analysis performed according ND / Anaius nposeaen o HJI: T1 N011252/01-160123

No Test / Iloxa3aTrennb

Results/ Pe3yabTaTsl

Specification / Hopma

1 |Description/ Onucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnetku
KarcyJOBUAHOW (HOpMbI, MOKPBITHIE
TJICHOYHOM 00O0JTIOUKOH OpaHXeBOTro
LBETa, C PUCKOH Ha OJHOM CTOPOHE;
Ha TMOMEPeYyHOM paspese — SApO
Henoro ygera.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white
core at the cross-section. / TabneTku
KancynoBuAHo  GOpMbI,  MOKpPHITHIE
IJIeHOYHOH  060NouKOH  OpaHXeBOro
L[BETa, C PUCKOWH Ha OAHOH CTOpOHE; Ha
MONEPEYHOM paspese — sapo 6enoro uiu
no4tu 6enoro UBeTa.

2 |Identification /
[TonnuHHOCTH

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 ynepKuBaHUS OCHOBHBIX ITMKOB

Ha XpoMaTorpaMmme HCOBITYEMOTO
pacTBOpa JOJDKHBI COOTBETCTBOBATH
BpEMEHaAM YACPXHUBaHUSA IIHKOB Ha

XpoOMaTorpaMMe pacTBOpa CTaHJApTHBIX
ob6pa3ygos ubymnpodeHa u napaueramona

S -

Pardeep Kumar

(pa3nen «KonuuecTBeHHOE
OIIpeACIICHUE)
3 |Average tablets weight 977.1 mg/977.1 mr From 9409 mg to 9991 mg
CpenHss macca (970.0 mg £+ 3.0 %) /
TabNeToK Ot 940,9 0 . (¢ 999,1 M
(970,0 mMr = 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED
I pumeuanue: [IponykT cootsercTByeT Tpe6osanusm HJL | 3akmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
IToxrorosnexo: IMposepeno: Himesh Kumar Ono6peHo: Menemxep / PykoBoaurens

Ajay Sharma &/

Reprint Date:.
Harta: 30.06.2023

Reprint Date:
Hata: 30.06.2023

Reprint Date:
Jata: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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 : 491 98166 56001-02

CERTIFICATE OF ANALYSIS . drreddlys.com
CEPTUOUKAT AHAJIU3A s

Page2 of 6/ CTp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoyxkanH®, TabJeTKH, NOKPBLIThIE MJIEHOUYHOH 000/104K0i, 400 mr + 325 mr

Batch No / Cepus Ne : V2301144

Batch Quantity / O6bem maptum : 719.6 Kg

040001926147

Analytical Report No / Asanutuuyeckui oruer No :

Date of Analysis / laTta ananusa: 30.06.2023

Date of Manufacture / Jlata npousBoacTsa : Jun.2023

Date of Expiry / Cpok rogsaoctn : May.2028

Analysis performed according ND / Ananus nposened mo H/: [1 N011252/01-160123

IIpumeuanme: [Ipoaykt cooTBeTcTBYET TpeboBaHUsAM HJI

4 |Disintegration / 05 min 27 sec/ 05 mun 27 cex  |Not more than 30 min /
Pacnanaemoctsb ' He 6onee 30 Mun
5 |Dissolution / 102 % To 104 % Not less than 70% (Q) of Ci;3HisO»
PacTBOpeHHE (Ibuprofen) after 30 min /
He wmenee 70 % (Q) Ci3sHisO;
(ubynpoden) uepes 30 MuH
99 % to 102 % Not less than 70% (Q) of CsHoNO,
(Paracetamol) after 30 min /
He wmenee 70 % (Q) CsHoNO:
(mapaneramon) yepes 30 MuH
Remarks : The Product conforms to ND/ Opinion : APPROVED

3akmwouenue: OJOBPEHO

Prepared by /

IMoarorosneHo:
Pardeep Kumar f

Checked by /
Hpoacper‘o: Himesh Kumar
= =

Approved by: Manager/Executive/
Onobpeno: Menemkep / PykoBoauTens
Ajay Sharma

T(gprint Date:.
Hara: 30.06.2023

Reprint Date:
Jara: 30.06.2023

Reprint Date:
Hara: 30.06.2023

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: 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
CEPTU®UKAT AHAJIM3A

Page3 of 6/ Crp.3 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxauu®, TabneTkn, NOKPHITHIE IJIEHOYHOH 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301144

Batch Quantity / O6bem naptuu : 719.6 Kg

040001926147

Analytical Report No / AHannTH4eckuii otuet Ne :

Date of Analysis / laTta ananansa: 30.06.2023

Date of Manufacture / /lata npoussoacTsa : Jun.2023

Date of Expiry / Cpok rognoctu : May.2028

Analysis performed according ND / Anaau3s nposeaen mo H: TIN011252/01-160123

6 |Related substances /

0.0003%

4-aminophenol (paracetamol impurity)

IIpumeuanne: [Tpogykt coorBeTcTBYET TpeboBaHuaM HJL

3akmwouenne: OJOBPEHO

PoxacreenHpie npumecu - not more than 0.005 % /
Method 1/ Meron 1 4-amuHodeHon (IpuMech napaneTamona)
- He Gonee 0,005 %
Method 2 / Metog 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
Jrobas eMHUYHAs IPUMECH
(ubynpodeHa wiu mapaineramonia) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)
0.03% - not more than 0.7 % /
Cymma npumeceii (Meton 1 + Metoz 2)
- He 6onee 0,7 %
9 |Water/Bona 1.7% Not more than 5.0 % /
He 6onee 5,0 %
Remarks : The Product conforms to ND/ Opinion : APPROVED

Hara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneHo: I [Tposepena: Himesh Kumar Ono6peHo: Menemkep / PykosoauTens
Pardeep Kumar — Qo[_’_é Ajay Sharma

Reprint Date:. Reprint Date: Reprint Date:

Jlata: 30.06.2023

Hara: 30.06.2023

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

CERTIFICATE OF ANALYSIS WWW. drreddys com
CEPTUDPUKAT AHAJIU3A

Page4 of 6/ CTp. 4 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HNoykaun®, TabJETKH, NOKPHITHIE M1eHOUYHOI 000104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301144

Batch Quantity / O6bem maptuu : 719.6 Kg

Analytical Report No / Ananutu4yecknii oryer Ne :
040001926147

Date of Analysis / laTa ananaza: 30.06.2023

Date of Manufacture / lata npoussoactsa : Jun.2023

Date of Expiry / Cpok rognocru : May.2028

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

TIECHEBBIX IPUOOB

10 |Uniformity of dosage
units /
OnHOPOAHOCTD Acceptance value (AV) should be not
JIO3UPOBAHMUSL 1.5 more than 15.0 /
- Ibuprofen /ubynpoden Ilokazarens npuemnemocty (AV) nomkeH
OBITH He Goutee 15,0
- Paracetamol/ 1.5 Acceptance value (AV) should be not
riapaueTamon more than 15.0 /
IToxa3zarens npuemnemoctd (AV) noykeH
66ITh HE Oontee 15,0
11 |Microbiological purity /
Mukpobuosoruyeckas
quctota*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
O611ee yuCio
a3pOBHBIX
MHKPOOPraHU3MOB
NA
b) Total combined Not more than 100 CFU/g /
yeasts and mould count He 6onee 100 KOE/r
/ Obuiee yucno
JPOAOKEBBIX U NA

Hpumeuanne: [Tponykr coorBeTcTBYeT TpeboBanusm HJI

c) E. coli Shall be absent in lg / OtcyrcTBue B
Ir
Remarks : The Product conforms to ND/ Opinion : APPROVED

3aknwuyenue: OJOBPEHO

Hara: 30.06.2023

Hara: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneno: [Ipoepenq: Himesh Kumar Onobpeno: Menenskep / PykoBoauTens
Pardeep Kumar Qﬁ,, cj——: Ajay Sharma

Reprint Date:. Reprint Date: Reprint Date: )

Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
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
CEPTHDPUKAT AHAJIM3A

PageS5of 6/ Ctp. 5136

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxnaus®, TabneTkH, NOKPbITHIE VIEHOYHOH 000104K0#, 400 Mr + 325 mr

Batch No / Cepusi Ne: V2301144

Batch Quantity / O6bem napruu : 719.6 Kg

040001926147

Analytical Report No / Ananuruvyeckuii oryer Ne :

Date of Analysis / /lata ananu3za: 30.06.2023

Date of Manufacture / Jlata npon3soactsa : Jun.2023

Date of Expiry / Cpok rognocru : May.2028

Analysis performed according ND / Anasus nposeaen mo HJI: TI N011252/01-160123

blister and a patient information
leaflet in a carton. / Ilo 10
tabnetox B [IBX/Al 6nucrtep. Io 1

12 [Assay/ 400.3 mg/400.3 mr From 360.0 to 440.0 mg of CizHiz0
KonnyecTBeHHOE (Ibuprofen) per tablet /
onpeneseHue Ot 360,0 mr po 440,0 mr Ci;3HisO
(ubynpoden) B TabneTke
326.11 mg/326.11 mr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO,
(napaueraMmoJ) B TabneTke
13 | Package / YnakoBka 10 tablets in PVC/Al blister. 1 |10 tablets in PVC/Al blister. 1, 2 or 20

blisters and a patient information leaflet
in a carton. / [To 10 tabnerox B IIBX/Al
6nuctep. Ilo 1, 2 unu 20 6nucTepoB B

O6mucTepy B MayKy KapTOHHYIO |Mauky KapTOHHYIO BMECTE c
BMECTE C  UHCTPYKUMEH 1O |MHCTPYKLUMEH [0 NPUMEHEHHIO.
PUMEHEHUIO.

14 | Labeling / Mapxuposka| According to ND. /B cootsetctBiu ¢ HJI.

15 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue ITpu temnepatype He Bbie 25 °C.
16 | Shelflife / Cpok 5 years / 5 net
TOJTHOCTH

* 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. / [IpoBoANUTCSI poU3BOAUTENEM TIPU
BBITTYCKE ITEPHOANYECKHU: s kaxaoi 20-0#f cepun unu He MeHee 1 pasa B rof. [lokazaTens MOXET OBITH
HE BKJIIOYEH B CEpTU(UKAT aHaNn3a QUpMBI

Remarks : The Product conforms to ND/
I pumeuanne: [Ipoaykt coorBeTcTByeT TpeboBaHusm HJJ

Opinion : APPROVED
3axmouenue: OJIOBPEHO

Hara: 30.06.2023

Jata: 30.06.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosneno: ITpoeepeHo: Himesh Kumar Ono6peno: Menemkep / PykoBoaurens
Pardeep Kumar C::I’i Ajay Sharma

Reprint Date:. Reprint Date: Reprint Date:

Hara: 30.06.2023

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
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CERT II'ICA[‘L ()r ANALY SIS WWW. drreddys com

CEPTHR®HKAT AHATH3A

Page 6 of 6 / C1p. 6 3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykauu®, Tadaerkn, noKpoIThie IIEHOUHOIT 00010uK0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2301144 Batch Quantity / O6bem naprtuu : 719.6 Kg

Analytical Report No / AnanuTinyeckuii oTuer Ne : Date of Analysis / laTa ananusa: 30.06.2023
040001926147

Date of Manufacture / /laTa npoussoactsa : Jun.2023 |Date of Expiry / Cpok roanocru : May.2028

Analysis performed according ND / Anasnu3s nposenen no HJI: [T N011252/01-160123

ﬁgi;:ﬁigﬁg) A{ OC (MHH): Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number /
Homep cepun npousBogurens PIBM230101 1307/22-23
ADC:
FP Manufacturer API Batch
number /
D S— FEQAO00185 FEQAO00188
npousspogutess I'JIMD:
Solara Active Pharma Sciences Sri Krishna Pharmaceuticals Ltd.,
API Manufactured by & country/ | Limited, India / Conapa DxruB India / Ipu Kpuuina
Hpownspoanrens ADC, crpana: ®apma Caitencus Jlumuren, ®Gapmacwrotukainc JIta., Manus
Wunus
Remarks : The Product conforms to ND/ : Opinion : APPROVED
IIpumeuanne: JIpoaykT cootBeTcTBYET TpeGoBanusam H][ | 3axmouenune: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive/
[HoaroroBnexo: [Tposepeno: Himesh Kumar Onobpeno: Meneaxep / Pykosoautens
Pardeep Kumar CL" ~ Ajay Sharma
= N\
Reprint Date:. Reprint Date: Reprint Date:
Hara: 30.06.2023 Hara: 30.06.2023 Hara: 30.06.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4800 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



