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Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

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

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOUKAT AHAJIN3A

Page1of 6/ Ctp. 1143 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauH®, TaGJeTKH, NOKPHIThIE IJIEHOYHOI 060.104K0ii, 400 Mr + 325 mr

Batch No / Cepusi No : V2301348

Batch Quantity / O6bem nmaptuu : 762.000 Kg

040002068997

Analytical Report No / Ananmurnyecknii ord9er Ne :

Date of Analysis / laTa ananuza: 28.08.2023

Date of Manufacture / lata npoussoactsa : 07/2023

Date of Expiry / Cpok rogaoct : 06/2028

Analysis performed according ND / Anasnu3 nposenen no HJI: I1N011252/01-160123

Ne Test / IToka3zaTesnb

Results/ Pe3yabpTaThl

Specification / Hopma

1 |Description/ Omucanue

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. ./ Tabnerku
KarCcyJIOBUIHON (DOpMBI, TOKPHITHIE
MJICHOUYHOU 06O0NOYKON OpaHKeBOro
[[BETa, C PUCKOH Ha OIHOW CTOPOHE;
Ha [OMEPEYHOM pazpese — SIApo
oeroro 1BeTa.

Orange film-coated, capsule-shaped, one-
side scored tablets; white or off-white

core at the cross-section. / Tabnerku
KalcynoBUIHOM  GOpMBI,  IOKPBIThHIE
IUTEHOYHOH  00OJNIOUKOH  OpaHXeBOro

I[BETA, C PUCKOM HA OAHON CTOpPOHE; Ha
MOTIEPEYHOM pa3pese — sApo Genoro uiu
nouty 6eroro 1BeTa.

2 |Identification /
IoanuHHOCTE

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) /
BpeMena ynepXuBaHUs OCHOBHBIX [TUKOB
Ha XpoMarorpamme UCTIBITYEMOr 0
pactBOpa  JOJDKHBI ~ COOTBETCTBOBAThH
BpeMEHaM  y/ACpXKWBaHHUS IMKOB Ha
XpOMaToOrpaMMe€ pacTBOpa CTaHIApTHBIX
obpasioB ubynpodeHa U Napaleramosia
(paznen «KonuyecTBeHHOE
OIIPEAEIIEHHEN)

3 |Average tablets weight
CpenHsas Macca
tabreTox

969.9 mg/ 969.9 Mr

From 9409 mg to 999.1
(970.0 mg+ 3.0 %) /
Or 9409 w™mr

(970,0 mr + 3,0 %)

mg

hifo) 9991 MT

Remarks : The Product conforms to ND/
IIpumeuanue: IlpoaykT coorBercTByeT TpeboBaHusaM HJI

Opinion : APPROVED
3akmouenue: OJJOBPEHO

JlaTa: 09.11.2023

Hara: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosneHo: [IpoBepeHo: Santosh Kumar Ono6peHo: Menegep / PykoBoautens
Ranjeet @/ Maurya Abhishek ChauhaﬁL\

Reprint Date:. Reprint Date: Reprint Date:

Hara: 09.11.2023

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: L851S5AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Qs

Dr. Reddy's Laboratories itd.

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
CEPTUOHUKAT AHAJIU3A

Page20f 6/ Crtp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxauu®, Ta61eTKH, NOKPBIThIE MJIeHOYHOH 060J104K0it, 400 Mr + 325 Mr

Batch No / Cepust Ne : V2301348

Batch Quantity / O6bem mapruu : 762.000 Kg

040002068997

Analytical Report No / Anamuradeckuii oruer Ne :

Date of Analysis / Jlata ananuza: 28.08.2023

Date of Manufacture / JaTta npoussoacrsa : 07/2023

Date of Expiry / Cpok roguoctu : 06/2028

Analysis performed according ND / Anasu3 npoeesen mo HJ[: ITTN011252/01-160123

4 |Disintegration /

Pacnamaemocthb

06 min 13 sec/ 06 muH 13 cek

Not more than 30 min /
He 6onee 30 Mmun

5 |Dissolution /
PactBopenne

99 % To 102 %

97 % to 101 %

Not less than 70% (Q) of Ci3H50:
(Tbuprofen) after 30 min /

He wMmemee 70 % (Q)
(ubynpoden) yepes 30 MUH

Not less than 70% (Q) of CsHoNO;
(Paracetamol) after 30 min /
He wmenmee 70 % (Q)
(napaueramou) yepes 30 MUH

C13H150:

CsHoNO>

Remarks : The Product conforms to ND/
IIpumeuanue: ITpoaykrt cooTBeTcTBYET TpeboBanuaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

-

Prepared by / Checked by /
[loprorosnaeno: [Mposepeno: Santosh Kumar
Ranjeet @ Maurya .

Approved by: Manager/Executive/

OnobpeHo: Menemxep / PykoBoauresb
Abhishek Chauhz{;

1\

Reprint Date:.
Hata: 09.11.2023

Reprint Date:
Hata: 09.11.2023

Reprint Date:
Jara: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1984PLC0O04507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P,, 173 205, INDIA
Tel : +91 28165 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTUOHUKAT AHAJIN3A

Page3 of 6/ Ctp.3 36

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6yxkaua®, TabJeTKH, NOKPHITHIE MJIeHOYHOH 060104K0ii, 400 mr + 325 mMr

Batch No / Cepus Ne : V2301348

Batch Quantity / O6bem nmaptuu : 762.000 Kg

040002068997

Analytical Report No / AHannTH4ecknii oraer Ne :

Date of Analysis / JlaTa ananu3a: 28.08.2023

Date of Manufacture / JlaTa npon3soacrsa : 07/2023

Date of Expiry / Cpok rognocru : 06/2028

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

6 |Related substances /

0.0002%

4-aminophenol (paracetamol impurity)

PoncTBeHHbIE TpUMECH - not more than 0.005 % /

Method 1/ Meton 1 4-amuHoeHoN (MpUMECE NapaLeTaMona)
- He 6ornee 0,005 %

Method 2 / Meron 2 0.03% Any individual impurity (ibuprofen or
paracetamol) - not more than 0.3 % //
JIobas eIMHUYHAs pUMech
(ubynpodena unu napaneTamosa) - He
oonee 0,3 %
Total impurities (Method 1+ Method 2)

0.03% - not more than 0.7 % /
Cymwma npumeceit (Meton 1 + Metop 2)
- He 6onee 0,7 %
9 |Water/Bona 1.5% Not more than 5.0 % /

He 60onee 5,0 %

Remarks : The Product conforms to ND/
Ilpumeuanue: [Tpoaykt cooTBeTcTBYET Tpebosanuam HJL

Opinion : APPROVED
3aknouenne: OJOBPEHO

Jara: 09.11.2023

Jata: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
IToarotoBneHo: [IpoBepeno: Santosh Kumar Ono6peno: Menemikep / PykoBoaurens
Ranjeet CD, Maurya & Abhishek Chauhan \

Reprint Date:. Reprint Date: Reprint Date:

Hara: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiiis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1584P1.CO04507
www.drreddys.com




Dr.Reddy’s Qi‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P.,, 173 205, INDIA
Tel : +31 58166 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com
CEPTH®HKAT AHAJIN3A

Page4 of 6/ CTp. 4 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykana®, Ta6/1eTKH, NOKPbIThIE IIEHO4YHOH 060104K0M, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301348

Batch Quantity / O6bem naptuu : 762.000 Kg

Analytical Report No / AHanuTH4Yecknii oTdeT Ne :
040002068997

Date of Analysis / /laTa ananau3a: 28.08.2023

Date of Manufacture / Jlara npouszpoacTsa : 07/2023

Date of Expiry / Cpok rogsocTs : 06/2028

Analysis performed according ND / Anaan3 nposesen mo HJ/I: T1 N011252/01-160123

¢) E. coli

10 |Uniformity of dosage
units /
OmHOPOJHOCTh Acceptance value (AV) should be not
JIO3UPOBAHUS 1.0 more than 15.0 /
- Ibuprofen /ubynpocden ITokasarens npreMiaeMoctd (AV) HomkeH
OLITH He Gouee 15,0
- Paracetamol/ 1.0 Acceptance value (AV) should be not
napaleTamMol more than 15.0 /
IMoka3aTesps npuemieMocT (AV) NoJKeH
65ITh He Oonee 15,0
11 |Microbiological purity /
Mukpobuonoruyeckas
yucToTa*
a) Total aerobic NA Not more than 1000 CFU/g/
microbial count / He 6onee 1000 KOE/r
Ob111ee yucio
a3poOHBIX
MHKPOOPTaHU3MOB
NA
b) Total combined Not more than 100 CFU/g/
yeasts and mould count He 6onee 100 KOE/r
/ Ob1wee yucio
JIPOKOKEBBIX H
TUIECHEBBIX TPUOOB NA

Shall be absent in lg / OTcyTcTBHE B
Ir

Remarks : The Product conforms to ND/
IMpumeuanue: [Ipoaykr cooTBeTcTBYET Tpebosanusm HJL

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Jata: 09.11.2023

Hata: 09.11.2023

Prepared by / Checked by / Approved by: Manager/Executive/
[ToaroToBneHo: [Tpoeepeno: Santosh Kumar Onobpeno: Mengmiep / PykoBoaureb
Ranjeet Maurya Abhishek Chauh%_

—— A
Reprint Date:. Reprint Date: Reprint Date: \

Hara: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4906 2999, Emazil: mail@drreddys.com
CIN: L85195AP13884PLCO04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 58166 56001-02

CERTIFICATE OF ANALYSIS lNW\N’drreddys_com
CEPTUOUKAT AHAJIN3A

Page50f 6/ Crp. 5u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykauu®, Ta61eTKH, IOKPBITHIE NIEHOYHOH 060,104K0id, 400 mr + 325 Mr
Batch No / Cepust Ne : V2301348 Batch Quantity / O6bem maptuu : 762.000 Kg
Analytical Report No / AHanuTnueckHii oT4eT Ne : Date of Analysis / [laTa anann3a: 28.08.2023
040002068997
Date of Manufacture / Jlata npousBoacTsa : 07/2023  |Date of Expiry / Cpok roasoctu : 06/2028
Analysis performed according ND / Ananu3 nposegen no HJI: TT N011252/01-160123
12 |Assay/ 400.7 mg / 400.7 mr From 360.0 to 440.0 mg of C;HisOs
KonuyecrseHHOE (Ibuprofen) per tablet /
olnpeacNeHUe Ot 360,0 mr go 440,0 mMr Ci;3His02
(ubymnpoden) B Tabierke
325.01 mg/325.01 mr From 292.5 to 357.5 mg of CgHyNO;
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CgHoNO,
(napauetamod) B TabeTke
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. / ITo 10 |in a carton. / [To 10 Tabnerok B IIBX/Al
tabnerok B [IBX/Al 6nucrep. [To 1 |6nuctep. Ilo 1, 2 umu 20 6irctepos B
OoucTepy B TNauyKy KapTOHHYIO |MAaukKy KApTOHHYIO BMECTE c
BMECTE C  MHCTpyKUHeH 1[0 |HHCTPYKIHMEH 110 MPUMEHEHHIO.
NIPUMEHEHHIO.
14 | Labeling / Mapkuposka| According to ND. / B cootserctrHu ¢ HJI.
15 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue ITpu Temnepatype He Bolwe 25 °C.
16 | Shelf life / Cpok 5 years / 5 net
TOIHOCTH

* 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. / [I[poBoaUTCS NPOU3BOAMTENEM MPH
BBIITYCKE NMEPHOAMYECKH: /Ui Kaxaoi 20-o0if cepuy 1iu He MeHee 1 pasa B roa. Ilokasatenb MOXeT ObITb
HE BKJIFOYEH B cepTHUKAT aHanu3a QUPMEI

Remarks : The Product conforms to ND/
Npumeyanue: [Tpoaykt cooTBeTcTBYET TpeboBaHuaM HJI

Opinion : APPROVED
3armouenue: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
IToarorosnexo: ITposepeno: Santosh Kumar Ono6peHo: Meneyukep / Pykosoaurens
Ranjeet (Q Maurya (@: Abhishek Chauha \

Reprint Date:. Reprint Date: Reprint Date:

Jara: 09.11.2023 Hara: 09.11.2023 Hata: 09.11.2023

Registered Office. 0-2-337, Road No. 3, Danjara | iils, Hlydcrabud 500034, Telangana, Indio
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155A11984PLCO04507
www.drreddys.com




Dr.Reddy’s Q;‘

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Soian, H.P., 173 205, INDIA
Tel : +91 98155 56001-02

CERTIFICATE OF ANALYSIS www.drreddys.com

CEPTHO®UKAT AHAJIM3A

Page 6 of 6 / CTp. 6 13 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
H6ykann®, TabaeTkH, HOKPLITHIE LIEHOYHOH 060104K0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2301348

Batch Quantity / O6bem naptun : 762.000 Kg

040002068997

Analytical Report No / AnajquTuueckuii oruer Ne :

Date of Analysis / [lata anam3za: 28.08.2023

Date of Manufacture / lata nponssoncrsa : 07/2023

Date of Expiry / Cpok rognoctw : 06/2028

Analysis performed according ND / Ananns nposeaen no HJI: [T NO1 1252/01-160123

API name (INN) /
HaumenoBanue ADC (MHH):

Ibuprofen / U6ynpoden

Paracetamol / ITapaneramont

API manufacturer batch number /
Homep cepnn npoH3BOAUTENs
ADC:

PIBM230150

5047/22-23

FP Manufacturer API Batch
number /

Homep cepun cyGcTaHIIMA
npouszsonurens [JIP:

FEQA00218

FEQAO00191

API Manufactured by & country /
IIpouzpogutenr ADPC, crpana:

Solara Active Pharma Sciences
Limited, India / Conapa OxTHuB
®apma Caiiencus Jlumures,
Unnaus

Sri Krishna Pharmaceuticals Ltd.,
India / Illpu Kpuiuxa
®apmacetotukaic JIta., Maaus

Remarks : The Product conforms to ND/
Ipumeuanue: [Ipoaykr cootBercTByeT Tpebopannam HJ

Opinion : APPROVED
Zakmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive/
[ToarorosieHo: [Mpoeepeno: Santosh Kumar Opo6peno: Menemkep / PykoBoauteb
Ranjeet (Q Maurya Abhishek Chau R@?

—_— X - \
Reprint Date:. Reprint Date: Reprint Date: \
JHata: 09.11.2023 Jara: 09.11.2023 Jara: 09.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85155AP1584FLCO04507
www.drreddys.com




