| Dr.Reddy’s ‘,’:’."

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 WWw.drreddys.com
CEPTU®UKAT AHAJIU3A

Page1of 6/Crtp. 1136

Product: Ibuclin, film-coated tablets; 400 mg + 325 mg
Hoykinu®, TabJ1eTKH, TOKPLITHIE ILIEHOYHON 060J04K0H, 400 Mr + 325 mMr

- |Batch No 7 Cepus Ne : V2300641

Batch Quantity / O6bem napTunm : 762.635 KG

040001826867

Analytical Report No / Ananurindecknii oruer Ne :

Date of Analysis / [lata ananu3a: 10.05.2023

|Date of Manufacture / Jlata IPOM3BOACTBA : Apr-2023

Date of Expiry / Cpok rogxocetn : Mar-2028

Analysis performed according ND / Ananus nposeeH no HA: T1NO011252/01-300522

[(Ne [Test/ Ilokazarenn

Results/ Pe3lebTaTi>l

ISpccil'ication / Hopma

1 |Description/ Onncanme

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section — white core. /Tabnerku
KarcynoBHAHOH (OPMBI, NOKPHITHIE
TJIEHOYHOH 0060/104K0i OpaHXeBoro
LBETA, C PHCKOH Ha ONHOMN CTOpOHE;
Ha TIONIEPEYHOM paspe3e — PO
6enoro ugera.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnerkn  xancynoeumnoii  copmsl,
NOKPLITHIE  IUIEHOYHOM 0bos10uKoit
OpaHIKEBOro LIBETa, C PUCKOH Ha omHOM
CTOPOHE; Ha MONEPEYHOM paspe3e — AApo
6enoro Uy NoyTH 6enoro LBera.

Remarks: The Product conforms to ND/
Ipumeganne: [Ipoaykr cooteercTByet Tpeboanusam HJJ

Opinion: APPROVED
3axmouyenue: OJOBPEHO

Prepared by

IToaroToBieHo:
Ramakant W
04

Checked by /
ITpoBepeHo: Pardeep Kumar

N

Approved by: Manager/Executive
/O,uo6peH0:MeHe;1)KepryK03c‘1)ya’r

ens : Manoj Kumar @[‘)

Reprint Date:10.05.2023
Jara:

Reprint Date: 10.05.2023
Hara:

Reprint Date: 10.05.2023
Jlata:

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CEPTUPUKAT AHAJIU3A

Page2 of 6/ CTp. 2 u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MNoykann®, TabaeTkH, NORPBLITHIE TIEHOYHOI 06000uK0i, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300641

Batch Quantity / O6sem napruu : 762.635 KG

040001826867

Analytical Report No / AHanutndeckuii ordyer Ne :

Date of Analysis / laTa ananuza: 10.05.2023

Date of Manufacture / J/Iata nponssoacrsa : Apr-2023

Date of Expiry / Cpok roanocrn : Mar-2028

Analysis performed according ND / Ananus nposeaen mo HJI: T1 N011252/01-300522

2 Identification /
IopnuHHOCTE

Complies as prescribed/
CooTtsercTByeT

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 ITUKOB
Ha XpOMAaTorpamme UCTILITYEMOTO
pacTBopa  JOJDKHBI  COOTBETCTBOBATh
BpEMEHaM  YIEP)KMBaHMS TMKOB Ha
XpOMaTorpaMMe pacTBOpa CTaHAApTHBIX
obpazniop ubynpodeHa M mapailetamosia
(paznen «KonuuecTreHHOE
onpeseneHHe)

Cpennsis Mmacca
TabneTok

3 |Average tablets weight

966.6 mg / 966.6 Mr

940.9 mg to 999.1 mg
(970.0 mg + 3%) /

Or 9409 wMmMr gmo 999,1 MT
(970,0 Mr £ 3 %)

Remarks: The Product conforms to ND/
ITpumeuanne: [Iponykt coorBercTBYyeT TpeboBanusm HJJ

Opinion: APPROVED
3aximouenne: OJJOBPEHO

Prepared by

IToaroToBneHo;
Ramakant W

Checked by /
ITpoBepeno: Pardeep Kumar

-

Approved by: Manager/Executive
/Ono6peno:Menemxep/PykoBoauT

enb : Manoj Kumar W

Reprint Date:10.05.2023
Hara:

Reprint Date: 10.05.2023
Jarta:

Reprint Date: 10.05.2023
JlaTa:

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
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CEPTHO®UKAT AHAJIM3A

Page3 of 6/ Crp.3u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Noyxknuu®, TadieTKH, NOKPbITHIE IVIEHOYHOi 060.104Koil, 400 Mr + 325 mr

Batch No / Cepust No : V2300641

Batch Quantity / O6bem napruu : 762.635 KG

040001826867

Analytical Report No / Ananurnyecknii oruer Ne :

Date of Analysis / JlaTta anaau3a: 10.05.2023

Date of Manufacture / Jlata npousBoacrsa : Apr-2023

Date of Expiry / Cpok roagHocrn : Mar-2028

Analysis performed according ND / Anajiu3 nporenen nmo HI: IT N011252/01-300522

4 |Disintegration /
PacnagaemocTb

06 min /Mu / 12 sec/mun

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PacTtBOpeHue

98% to 103%

99 % to 102%

Not less than 70% (Q) C,;3H;z0;
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) Ci3HisO;
(ubynpoden) uepes 30 MuH

Not less than 70% (Q) CsHyNO,
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) GCsHoNO;
(napaueramon) uepes 30 MHH

6 [Related substances /
PoncTBeHHbIe IpuMecH
Method 1/ Metog 1

Method 2 / Metopg 2

0.0001 %

BDL (Disregard Area 7043)

0.0001%

4-aminophenol (paracetamol impurity) /
4-amuHodeHoN (IpUMech napaleTamona)
- not more than 0.005% /

He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlobas  egHHH4YHAS
pUMECh (ubynpodena Unu
napateraMona) - not more than 0.3% /

He 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceii (Meton 1 + Meton 2) -
not more than 0.7% / He Gonee 0,7 %

Remarks: The Product conforms to ND/
IIpumeuanne: IIpoaykr cootBeTcTBYET TpeboBanusm HJI

Opinion: APPROVED
3akmouenue: OJOBPEHO

Prepared by

IMoarorosneHaq;,
Ramakant ,
Julbot

Checked by /
IIpoBepeHo: Pardeep Kumar

s

Approved by: Manager/Executive
/OpobpeHo:Mene xep/PyKkoBoauT
enb : Manoj Kumar .

Reprint Date:10.05.2023
Hara:

Reprint Date: 10.05.2023
Hara:

Reprint Date: 10.05.2023
JlaTa:
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CEPTUDPUKAT AHAJIM3A

Page4 0f 6/ Crp.4u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
MN6ykaMH®, TabIeTKH, NOKPBITHIE MJIEH0YHOI 060J10uK0ii, 400 Mr + 325 mr

—

Batch No / Cepusi Ne : V2300641

Batch Quantity / Odbem maptuu : 762.635 KG

040001826867

Analytical Report No / AHanuTnyeckuii oryer Ne :

Date of Analysis / JlaTa ananu3za: 10.05.2023

Date of Manufacture / lata npousBoacrsa : Apr-2023

Date of Expiry / Cpok rognocru : Mar-2028

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

7 [Water / Bona 1.5% Not more than 5.0% /
He Gonee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.4 more than 15.0/
OnHOpOAHOCTD INoka3zarens npuemaemoctu (AV) nomken
JI03UPOBaHUS ObiTh He Honee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
more than 15.0 /
- Paracetamol/ ITokazarens npueMaeMoctu (AV) nomken
napaleTamor 1.0 65617 He Bosiee 15,0

Remarks: The Product conforms to ND/
Hpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBanuaM HJI

Opinion: APPROVED
3axurouenne: OJIOGPEHO

Prepared by

Checked by /

IToaroroBneno &M ITposepeno: Pardeep Kumar
Ramakant - Qﬁ"“

Approved by: Manager/Executive
/OnobpeHo:Menemxep/PykoBOIUT

enb : Manoj Kumar @-ﬁﬁ‘ﬁ)

Jara:

Reprint Date:10.05.2023 Reprint Date: 10.05.2023

Hara:

Reprint Date: 10.05.2023
Jara:
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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 ‘WWw-drreddys.com
CEPTH®UKAT AHAJIM3A

PageSof 6/ CTp. S u3 6

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg .
- | AoyranH®, TabaeTKH, HOKPBITHIE NUICHOYHOH 0060/104K0i1, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300641

Batch Quantity / O6nem naptuu : 762.635 KG

040001826867

Analytical Report No / AHasmaTu4ecknii oTuer Ne : Date of Analysis / Jlata apamsa: 10.05.2023

Date of Manufacture / JIata npousBoicrsa : Apr-2023 |Date of Expiry / Cpox rognoctu : Mar-2028

Analysis performed according ND / Ananu3s npoBeaen o HJI: TTN011252/01-300522

9 |Microbial limits /
MHEKPOGHONIOI MHE KN
4YHCTOTA

a) Total aerobic
microbial count /
Obuee yncno
a3pOOHBIX
MHKDOOPTaHHU3MOB

b) Total combined
yeasts and mould count
/ OB1ee yucno
JPOXKEBDIX H
INECHEBBIX MPHOOB

Less than10 CFU/g / Not more than 1000 CFU/g /
Menee 10 KOE/r He 6onee 1000 KOE/r

Not more than 100 CFU/g/
Less than 5 CFU/g / He 6onee 100 KOE/r
Menee 5 KOE/r

¢) E. coli Shall be absent in 1g / OrtcyrcTBHE B
Absent / OtcyTcTBYeT Ir

Remarks: The Product conforms to ND/ Opinion: APPROVED
Ipumeuanne: [TpoayKT COOTBETCTBYET TpeboBaHUAM HJI 3aknrouenne: OTOBPEHO
Prepared by Checked by / ] Approved by: Manager/Executive
[ToaroToBneHo: ,‘J\ IMposepeno: Pardeep Kumar /Onobpeno:Menemkep/PykopoauT
Ramakant % \t A enb : Manoj Kumar @‘ﬁé/
Reprint Date:10.05.2023 Reprint Date: 10.05.2023 Reprint Date: 10.05.2023
Hara: . Hara: Harta:
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Dr.Reddy’s “:.

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
CEPTUDUKAT AHAJTA3A

Page 6 of 6 / CTp. 6 n3 6

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
No6ykaun®, Tab1eTKH, NOKPEITHIE NIEHOYHO#H 060J04K0ii, 400 Mr + 325 mr

Batch No / Cepusi Ne : V2300641

Batch Quantity / O6bem naptuu : 762.635 KG

040001826867

Analytical Report No / AHasurnyecknii oryer Ne :

Date of Analysis / laTta anannsa: 10.05.2023

Date of Manufacture / JIata npon3Boacrea : Apr-2023

Date of Expiry / Cpok roguoctn : Mar-2028

Analysis performed according ND / Auasinz nposeaen nmo HJI: IT N011252/01-300522

10 |Assay/
KonunuecreeHHoe
onpeneneHue

389.4 mg/389.4 mr

323.19 mg/ 323.19 mMr

360.0 to 440.0 mg
(Ibuprofen) per tablet /
Or 360,0 mr mo 440,0 mMr C;3H;sO,
(ubynpoden) B Tabnerke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 292,5 mr go 357,5 mr CgHoNO;
(mapaueramon) B Tabierke

of Ci3H ;30

of C8H9N02

11 | Package / Ynakoska

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Tlo 10
tabnerok B [IBX/Al 6mucrep. Io 1
6iucTepy B mHauky KapTOHHYIO
BMECTE.C HHCTPYKIHEH

110 NPHMEHEHHIO.

10 tablets in PVC/AI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / Ilo 10 tabnerox B ITIBX/Al
6mucrep. ITo 1, 2 unu 20 6Gaucrepos B
nayky KapTOHHYIO BMeECTE c

. |MHCTpyKUM€EH Mo NPUMEHEHHIO.

12 | Labeling / Mapkuposka

According to ND. / B cootsercTBuu ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

XpaHeHue IIpu Temneparype He Boiie 25 °C.
14 | Shelflife / Cpok 5 years / 5 ner
TOJJTHOCTH

Remarks: The Product conforms to ND/
[ IIpumeuanne: [Ipoaykr cooTBercTByeT TpeboBanusam HJT

Opinion: APPROVED
3axarouenne: OJIOGPEHO

Prepared by

IToprororneHo;
Ramakant

Checked by /
IlpoBepeHo: Pardeep Kumar

Approved by: Manager/Executive
/Onobpeno:Menemxep/PyKoBOaUT

enb : Manoj Kumar @l/lﬁ’ﬁ

Reprint Date:10.05.2023
Jara:

Reprint Date: 10.05.2023
Hara:

Reprint Date: 10.05.2023
Jara:
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