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CERTIFICATE OF ANALYSIS

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
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CEPTHUOUKAT AHAJIN3A

Page10of 6/ Crp.1u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6oykanu®, Tab1eTKH, NOKPLITHIE IUIeHOYHOi 060104K0i, 400 mr + 325 mr

Batch No / Cepust Ne : V2301983

Batch Quantity / O6bem napruu : 770.1 Kg

Analytical Report No / Ananutudecknii oruer Ne :
040002194901

Date of Analysis / JlaTa ananuza: 13.10.2023

Date of Manufacture / laTta npousBoacTsa : Sep.2023

Date of Expiry / Cpok rogHoctn : Aug.2028

Analysis performed according ND / Anayiu3s nposegen mo HJI: IT N011252/01-160123

IIpumeuanmne: [Ipoaykr coorsercTByeT TpeboBanuam HJL

Ne  |Test / IToka3zaTean Results/ Pe3yabTaThl Specification / Hopma
1 [Description/ Onucanue [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../  Tabnerku|core at the cross-section. / TabneTkn
KATICYJOBHIAHONH (OPMBI, TOKPBITHIE|KANCYNOBHAHOH  (GOpMBI,  MOKPBITHIE
IUIEHOYHOH 000JI0YKOM OpaHXKEBOro|[ICHOYHOH  00ONMOYKOH  OpaHXeBOro
I[BETa, ¢ PUCKOH Ha OJHOH CTOpPOHE;|LBETA, C PUCKOH Ha OJHOH CTOPOHE; Ha
Ha TMOMNepeYyHOM pas3pe3e — SIpO|NOoNepedHoM paspese — sipo 6enoro uiu
6enoro uBeTa. No4TH 6eNoro 1BeTa.
2 |Identification / Complies as prescribed/ The retention times of the main peaks on
TIOMTHHHOCTD Co0oTBETCTBYET the chromatogramn 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>XUBaHUS OCHOBHBIX MHKOB
Ha XpoMarorpaMmme UCITBITYEMOTO
pacTBOpa  JO/DKHBI ~ COOTBETCTBOBATbH
BpEMEHAM  YASp)KMBaHUS THKOB Ha
XpoMaTorpaMMe pacTBOpa CTaHIAPTHBIX
obpasuor ubynpodeHa u mapaneramona
(paznen «KonuuectseHHOE
orpenieNieHUE)
3 |Average tablets weight 971.5 mg/971.5 Mr From 9409 mg to 999.1 mg
Cpenusist Mmacca (970.0 mg £+ 3.0 %) /
TableToK Or 9409 wmr mo 999,1 Mr
(970,0 mr + 3,0 %)
Remarks : The Product conforms to ND/ Opinion : APPROVED

3axkmouyenne: OJJOBPEHO

Prepared by /
IloarorosneHo:
Santosh Kumar Maurya

(%

a—

Checked by /
[Tpoepeno: Pardeep Kumar

-

Approved by: Manager/Executive/

OnobpeHo: Menemkep / PyKooaureb
Munish Sharma ¢ A

& %=

Reprint Date:
Hara: 13.10.2023

Reprint Date:
Harta: 13.10.2023

Reprint Date:
JlaTa: 13.10.2023

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: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HN6yk1un®, TabneTkH, NOKPbIThIE IIeHOYHOH 0001049K0¥, 400 mr + 325 mMr

Batch No / Cepust Ne :

V2301983

Batch Quantity / O6bem naptnu : 770.1 Kg

Analytical Report No
040002194901

/ AHAJIUTHYEeCKHi oTdeT Ne ¢

Date of Analysis / laTa ananusa: 13.10.2023

Date of Manufacture / lata npouszsoacrsa : Sep.2023

Date of Expiry / Cpok rognoctu : Aug.2028

Analysis performed according ND / Ananu3 nposeaes no HJ{: 1T N011252/01-160123

4 |Disintegration /

Pacnagaemoctb

06 min 38 sec/ 06 muH 38 cex

Not more than 30 min /
He 6o01ee 30 mun

5 |Dissolution /
PactBopeHue

97 % To 102 %

99 % to 101 %

Not less than 70% (Q) of C;3H;sO;
(Ibuprofen) after 30 min /

He wmenee 70 % (Q)
(n6ynpotpen) wepes 30 mun

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

Ci3H 50

CsHoNO;

Remarks : The Product conforms to ND/
Hpumeyanue: [Tponykr coorBeTcTBYET TpeboBanusm HJ{

Opinion : APPROVED
3akaodyenne: OJOBPEHO

Prepared by /
IToarorosneHo:

€

T

Santnsh Knmar Manrya

Checked by /
[Tposepeno: Pardeep Kumar

=

Approved by: Manager/Executive/

Onob6peno: Menemxkep / Pykosoaurenb
Munish Sharma L/J’;Y:S

Reprint Date:
Hara: 13.10.2023

Reprint Date:
Jata: 13.10.2023

Reprint Date:
Jlata: 13.10.2023

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@drreddvs.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NOoykaua®, TabeTKH, NOKPHIThIE NJIEHOYHO#H 000104K0ii, 400 Mr + 325 mr

Batch No / Cepust No : V2301983

Batch Quantity / O6bem naptuu : 770.1 Kg

040002194901

Analytical Report No / AHanuTHYeckuii oTder No :

Date of Analysis / [laTa ananm3za: 13.10.2023

Date of Manufacture / lata npousBogcTna : Sep.2023

Date of Expiry / Cpok rogaoctu : Aug.2028

Analysis performed according ND / Ananu3 nposegen mo HI: IT N011252/01-160123

6 |Related substances /
PoncTBenHble npumecu
Method 1/ Meton 1

Method 2 / Merox 2

0.001%

BDL (Disregard Area 6978)

0.001%

4-aminophenol (paracetamol impurity)
- not more than 0.005 % /
4-amuHOGEHOI (IpUMECh NapaleTaMmora)

- He boee 0,005 %

Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIrobas €AUHUYHAS NpUMech
(ubynpodeHa WM mMapaleramosa) - He

oonee 0,3 %

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

Cymma nipumeceit (Mertop 1 + Meroz 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/
IIpumeuanue: ITpoaykT cooTBeTcTBYET TpeOoBaHusam H]T

Opinion : APPROVED
3akaouenne: OJJOBPEHO

Hara: 13.10.2023

Hara: 13.10.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToaroroBneHo: IIpoBepeno: Pardeep Kumar Ono6peno: Menemkep / PykoBoaurens
Santosh Kumar Maurya Munish Sharma _—— 2

OE*:: e
Reprint Date: Reprint Date: Reprint Date:

Jara: 13.10.2023

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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CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUOUKAT AHAJIN3A

Page4 of 6/ C1p.4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanu®, TabJIeTKH, NIOKPbITHIE I1IeHOYHOi 060.104K0H, 400 mMr + 325 mr

Batch No / Cepusi Ne : V2301983

Batch Quantity / O6bem maptuu : 770.1 Kg

Analytical Report No / AHaanTHuecKkHii oT4deT Ne :
040002194901

Date of Analysis / /laTa ananu3za: 13.10.2023

Date of Manufacture / Jlata npousBogcTsa : Sep.2023

Date of Expiry / Cpok rogsoctu : Aug.2028

Analysis performed according ND / Anasu3 nposenen no HJI: [T N011252/01-160123

10 |Uniformity of dosage

units /

OnHOPOAHOCTH Acceptance value (AV) should be not

JIO3MPOBAHHUS 1.3 more than 15.0 /

- Ibuprofen /ubynpodcn [Mokazatens npuemieMocTH (AV) nomien
ObITh He Oouiee 15,0

- Paracetamol/ 1.2 Acceptance value (AV) should be not

rapaueTamornt more than 15.0 /
[Toxazarenpb npuemMieMocTH (AV) HomkeH
ObITE He Oonee 15,0

11 |Microbiological purity /

Miukpobuonoruueckas

yucToTa*

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

microbial count / He 6onee 1000 KOE/r

Ob6uee yucno

a3pobHBIX

MHUKpPOOPTaHU3MOB

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

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

/ Ob1ee yucio

JIPOMOKEBBIX U

IJIECHEBBIX TPHOOB

c) E. coli NA Shall be absent in 1g / OrcyTcTBHE B

1r

Remarks : The Product conforms to ND/
Ilpumeuanue: [IponykT coorBeTcTBYeT Tpebopanuam HJI

Opinion : APPROVED
3axiouenue: OJJOBPEHO

Prepared by /
IloarorosieHo:
Santosh Kumar Maurya

&

Checked by /
IIpoBepeno: Pardeep Kumar

Approved by: Manager/Executive/

Onob6peno: MCHG%BOHHTGHL

Munish Sharma

Reprint Date:
Jara: 13.10.2023

Reprint Date:

Mara: 13.10.2023

Reprint Date:
Jara: 13.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2992, Email: mail@drreddys.com

CIN: 1L85195AP1984PLC0O04507
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CERTIFICATE OF ANALYSIS

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
www.drreddys.com

CEPTUOHUKAT AHAJIU3A

Page50f6/Crp.5u36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
HoykanH®, TabJeTKU, NOKPbIThIE IUIeHOYHOi 000104K0H, 400 Mr + 325 mr
Batch No / Cepusi Ne : V2301983 Batch Quantity / O6bem naprtuu : 770.1 Kg
Analytical Report No / AHaiuTHYeckuii oTyer Ne : Date of Analysis / /laTta ananu3sa: 13.10.2023
040002194901
Date of Manufacture / Jlata npouzBoacrsa : Sep.2023 |Date of Expiry / Cpok roguoctu : Aug.2028
Analysis performed according ND / Anasu3 nmpogseaen no HJI: T1 N011252/01-160123
12 |Assay/ 401.1 mg/401.1 mr From 360.0 to 440.0 mg of Ci3H;30,
KonnyectBennoe (Ibuprofen) per tablet /
onpesesicHue Ot 360,0 Mr mo 440,0 mr CisHisOq
(ubynpoden) B Tabnerke
321.81 mg/321.81 mMr From 292.5 to 357.5 mg of CsHoNO,
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CsHoNO;
(napanietamor) B TabJNeTKe
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. / Ilo 10 [in a carton. / [To 10 tabnerox s [IBX/Al
tabnerok B [IBX/Al 6nuctep. [To 1  |6mucrep. [To 1, 2 wiu 20 6nucrepoB B
Onucrepy B Mayky KapTOHHYIO |MavkKy KapTOHHYIO BMECTE C
BMeCTe C  HWHCTpYyKUHMeH 1O |MHCTPYKLHEH MO MPUMEHEHHIO.
TIPUMEHEHHUIO.
14 | Labeling / MapkupoBka| According to ND. / B cootserctun ¢ HI,
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue IIpu Temneparype He Bbie 25 °C.
16 | Shelflife / Cpox 5 years /5 net
T'OJIHOCTH

* 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. / [IpoBoguTcsi MpoU3BOAUTENEM MTPU
BBIYCKE MEPUOJUYECKH: A Kax ol 20-o0#f cepun unu He MeHee 1 paza B roa. IlokasaTens MOXET OBITH
He BKJIIOYEH B CEpTU(QHKAT aHaNH3a QUPMEI

Remarks : The Product conforms to ND/
Ilpumevanwue: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by /
IToarorosieHo:
Santosh Kumar Maurya

Qv

——

Checked by /
[IpoBepeno: Pardeep Kumar

-

Approved by: Manager/Executive/

Ono6peno: Menemxep / PykoBoauTtenb
Munish Sharma C\);YD/

Reprint Date:
Hara: 13.10.2023

Reprint Date:
Hara: 13.10.2023

Reprint Date:
Hara: 13.10.2023

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: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS
CEPTUOPHUKAT AHAJIU3A

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
www.drreddys.com

Page 6 of 6/ C1p. 6 M3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noykaun®, TabaeTKH, NOKPHIThIE MJIEHOYHOH 000104Koi, 400 mr + 325 mr

Batch No / Cepust Ne : V2301983

Batch Quantity / O6bem naptum : 770.1 Kg

040002194901

Analytical Report No / AHasmuTHYecKu#H oTaeT Ne :

Date of Analysis / laTta ananmsa: 13.10.2023

Date of Manufacture / lata npoussoacrsa : Sep.2023

Date of Expiry / Cpox rogHoctu : Aug.2028

Analysis performed according ND / Ananus nposegen mo H/: [T N011252/01-160123

API name (INN) /
Hanmenosanne A@C (MHH):

Ibuprofen / U6ynpoden

Paracetamol / [lapaneramon

API manufacturer batch number /
Homep cepun npousBoauTeIs
ADC:

PIBM230317

4059/23-24, 0419/23-24

FP Manufacturer API Batch
number /

Homep cepun cy6cTaHumun
nponssoautens I'JID:

FEQA00401

FEQA00244, FEQA00406

API Manufactured by & country /
IIpousBogutens ADC, ctpana:

Solara Active Pharma Sciences
Limited, India / Conapa DxTuB
®apma Caitencus JlumuTen,
Wnnus

Sri Krishna Pharmaceuticals Ltd.,
India / ILlpu Kpuirna
®apmacerotukanc Jita., Ungus

Remarks : The Product conforms to ND/
IIpumeuanue: IIpoaykr coorBercTByeT TpeboBaHusam HJ

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /
IToaroroBneHo:
Santosh Kumar Maurya

-—

Checked by /
IIpoeepeno: Pardeep Kumar

.

Approved by: Manager/Executive/

Onobpeno: Menemxep / Pykosoaurens
Munish Sharma @

Reprint Date:
Harta: 13.10.2023

Reprint Date:
Jara: 13.10.2023

JHara:

Reprint Date:

13.10.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +51 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




