Dr.Reddy’s “:’

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 1 of 5/ Crp. 1 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
N6ykanH®, TabaeTkn, MOKPbITHIE MJIEHO4YHOI 060.104K0i, 400 Mr + 325 mr

Batch No / Cepust Ne : V2300180

Batch Quantity / O6bem naprun : 776.0 KG

040001747532

Analytical Report No / Anaauruyecknii oryeT Ne :

Date of Analysis / Jlata anannza: 31.01.2023

Date of Manufacture / lata npoussoacTsa : Jan-2023

Date of Expiry / Cpok rognoctn : Dec-2027

Analysis performed according ND / Auamans nposeaen no HJI[: T1 N011252/01-300522

Ne Test / IlokazaTenn

Results/ PesyabTaThl

Specification / Hopma

1 |Description/ Onncanue

Capsule-like orange-coloured film-
coated one-side scored tablets; on
cross section - white core. /TabneTku
KancyloBUIHOH (GOpMBI, MOKPbLITHIE
IJICHOYHOH 000N104KOli OpaHKEeBOTO
L[BETA, ¢ PUCKOH HA OJHOH CTOPOHE;
Ha TIOEPEYHOM paspese — sipo
OeJoro uBeTa.

Capsule-like orange-coloured film-coated
one-side scored tablets;
on cross section- white or off-white core. /
Tabnetxu KancyJIoBHHOH tbopmbl,
NOKPBIThIE TUIEHOYHOH obonoukoi
OpaHXeBOro 1BETa, C PUCKOH Ha OjAHOIM
CTOPOHE; Ha TIONEPEYHOM pa3pese — siApo
6eJloro UM No4TH H6eoro LBeTa.

Remarks: The Product conforms to ND/
IIpumeuanne: IpoaykT coorBercTByeT TpeboBaunsm HJI

Opinion: APPROVED
3akmouenue: OJIOGPEHO

Prepared by /
IToarotoneno: Pardeep

Kumar f )

Checked by /
Ilposepeno: Himesh Kumar

Approved by: Manager/Executive
/Ono6peHo:Menemxep/PykoBoauT

enb : Manoj Kumar
@Lgﬁ-‘

Reprint Date: 31.01.2023
Hara:

Reprint Date: 31.01.2023
Hara:

Reprint Date: 31.01.2023
Jara:

Registered Office: 3-2-337, 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



Dr.Reddy’s QE‘

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

Vill. Khol, Nalagarh Road, Baddj;,
Distt. Solan, H.P., 173 205, IND|A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIN3A

Page 2 of 5/ Crp.2 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
NoykauH®, TabaeTKH, NOKPbIThIE IJIEHOYHOI 000104K0#, 400 mr + 325 mr

Batch No / Cepust Ne : V2300180

Batch Quantity / O6bem naptuu : 776.0 KG

040001747532

Analytical Report No / Anagurudeckuii order Ne :

Date of Analysis / Jlara ananuza: 31.01.2023

Date of Manufacture / /laTa npousBoactsa : Jan-2023

Date of Expiry / Cpok roasoctu : Dec-2027

Analysis performed according ND / Anamau3 nposexen o H/: [1 N011252/01-300522

2 Identification /
IToaniHHOCTL

Complies as prescribed/
CoOoTBETCTBYET

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 yJiep1BaH|sl OCHOBHBIX ITHKOB

Ha XpomMarorpaMmme UCTIBITYEMOTO
pacTBOpa JOJI>KHBI COOTBETCTBOBATH
BpeMEHaAM YAEPXKNBAHUA ITHUKOB Ha

XpOMaTorpaMMe pacTBOpa CTaHAApPTHBIX
obpasiioB nbynpodeHa U mnapaueramona
(paznen «KonnuectseHHOe
onpeleNeHne»)

3 |Average tablets weight
CpenHss Macca
TabneToK

968.8 mg / 968.8 mMr

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

Or 940,9 MI 70 9991 MT
(970,0 Mr + 3 %)

Remarks: The Product conforms to ND/
IIpumeuanne: [poaykT cooTBeTcTBYET TpeboBanusm HJJ

Opinion: APPROVED
3axnwuenue: OJOBPEHO

Prepared by /
Iloarotoenexo: Pardeep

Kumar E—

Checked by /
[Iposepeno: Himesh Kumar

c-——=<{/’—“.==‘

Reprint Date: 31.01.2023
Jara:

Reprint Date: 31.01.2023
Jara:

Approved by: Manager/Executive
/OnmobpeHo:Menemxep/PykoBoaur

enb : Manoj Kumar - :
3712&1.11

Reprint Date: 31.01.2023
Hara:
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Dr.Reddy’s “:‘

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page3 of 5/ Crp.3 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Uoykann®, tadieTkn, NOKPLITLIE ILIEH04YHOH 060/104K0ii, 400 Mr + 325 mr

Batch No / Cepus Ne : V2300180

Batch Quantity / O6bem mapruu : 776.0 KG

040001747532

Analytical Report No / AvanuTayeckuii oTuer No ;

Date of Analysis / J/lata ananuza: 31.01.2023

Date of Manufacture / JlaTta npousgoacrsa : Jan-2023

Date of Expiry / Cpox roagsoctn : Dec-2027

Analysis performed according ND / Anasiu3s nposenen mo HJI: ITN011252/01-300522

4 |Disintegration /
Pacnanaemocts

06 min /06 mu

He 6osiee 30 mun

Not more than 30 minutes / —‘

5 |Dissolution /
PactBopenue

96 % to 101 %

99% to 104 %

Not less than 70% (Q) Ci3H;50,
(Ibuprofen) dissolved in 30 minutes /

He wmenee 70 % (Q) CuiHis0-
(mbynpoden) uepes 30 Mun

Not less than 70% (Q) CsHoNO,
(Paracetamol) dissolved in 30 minutes /
He wmenee 70 % (Q) CsHoNO»
(mapaueramon) uepes 30 MuH

6 |Related substances /

Method 1/ Mertog 1

Method 2 / Meton 2

Popcreenuble npumecu

0.0004 %

0.04%

0.04%

4-aminophenol (paracetamol impurity) /
4-amuHodenon (MpUMeck Napaneramona)
- not more than 0.005% /

| He 6onee 0,005 %

Any individual impurity (of ibuprofen or
paracetamol) / Jlwobas enuHu4Has
NpUMech (ubynpogena WIH
napaneramona) - not more than 0.3% /

ne 6onee 0,3 %

Total impurities (Method 1+ Method 2) /
Cymma npumeceit (Mertox 1 + Meron 2) -
not more than 0.7% / ue 6onee 0,7 %

Remarks: The Product conforms to ND/
[Mpumeuanne: IponykT coorBeTcTBYET TpeGoBanusam HJI

Opinion: APPROVED
3axmouenue: OJOBPEHO

Prepared by /
[oarorosneHo: Pardeep

Checked by /
Ilposepeno: Himesh Kumar

Approved by: Manager/Executive
/Onobpeno:Meunemxep/PykoBoauT

Jara:

Kumar , eib . Manoj Kumar
/"’""-\3
Qf’: 4 ; wb
Reprint Date: 31.01.2023 Reprint Date: 31.01.2023 Reprint Date: 31.01.2023

Hara:

Hara:
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Dr.Reddy’s Q':‘

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

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

Page 4 of 5/ Crp.4 u3 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, TabaeTkH, NOKPLITLIE MAEHOYHOI 060.104K0i, 400 Mr + 325 mMr

Batch No / Cepusa Ne : V2300180

Batch Quantity / Oobem nmapruu : 776.0 KG

Analytical Report No / Ananutuyeckuii oruer Ne :
040001747532

Date of Analysis / JlaTa ananu3za: 31.01.2023

Date of Manufacture / Jlata nponssoacTsa : Jan-2023

Date of Expiry / Cpok rognocrn : Dec-2027

Analysis performed according ND / Ananns nposegen no HJI: [T N011252/01-300522

a) Total aerobic
microbial count /
O6uuee uuncio
a3poOHBIX
MHKPOOPraHHU3MOB

b) Total combined
yeasts and mould count
/ Ob1uee uncno
JPOAOKEBBIX H
TMJIECHEBBIX IPUOOB

¢) E. coli

Less than 10 CFU/g /
Menee 10 KOE/r

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

Absentin 1g/ OrcyrcrByeT B IT

7 |Water/ Bopna 1.4 % Not more than 5.0% /
He 6onee 5,0 %
8 |Uniformity of dosage Acceptance value (AV) should be not
units / 1.3 more than 15.0 /
OpnHoporHOCTb ITokazaTens npuemneMocth (AV) nonxex
LlO3WPOBaHHUS ObITh He Oonee 15,0
- Ibuprofen /ubynpoden
Acceptance value (AV) should be not
1.3 more than 15.0/
- Paracetamol/ Ilokazatese npuemnemMoct (AV) nomkeH
napaneraMot OBITH He bonee 15,0
9 |Microbial limits /
Mukpobuosnoriueckas
YUCTOTA

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He Oonee 100 KOE/r

Shall be absent in 1g / OtcyrcTeue B
Ir

Remarks: The Product conforms to ND/
IMpumeuanne: [lpoaykT coorseTcTBYET Tpedoanmsam HJT

Opinion: APPROVED
3aknoyenue: OJJOBPEHO

Prepared by /
[MoaroroBneHo: Pardeep
Kumar

-

Checked by /
ITpoBepeno: Himesh Kumar
. L _/'_""'---...4i
5 .

Approved by: Manager/Executive
/OnobpeHo:Menemkep/PykoBoqur

enb : Manoj Kumar w
i 12

Reprint Date: 31.01.2023
Hara:

Reprint Date: 31.01.2023
Hara:

Reprint Date: 31.01.2023
Hara:

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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Dr.Reddy’s Q':‘

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, IND|A
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIU3A

Page S of 5/ Crp. 5 u3z 5

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Hoykaun®, Tabnerkn, NOKPLITHIE MLIEHOYHOI 0601049K0ii, 400 Mr + 325 mr

Batch No / Cepnsi Ne : V2300180

Batch Quantity / O6sem naptun : 776.0 KG

040001747532

Analytical Report No / Ananurnyecknii otuer No ;

Date of Analysis / Jlara ananunsa: 31.01.2023

Date of Manufacture / lata npoussoacrsa : Jan-2023

Date of Expiry / Cpok rognoctn : Dec-2027

Analysis performed according ND / Ananus nposeaen mo H: [T N011252/01-300522

10 |Assay/
KonuuectseHHoe
onpenencHHe

395.8 mg/395.8 mr

327.23 mg/ 327.23 mr

360.0 to 440.0 mg
(Ibuprofen) per tablet /
Ot 360,0 mr mo 440,0 mr CpiH0,
(ubynpoden) B TabeTke
2925 to 3575 mg
(Paracetamol) per tablet /
Or 2925 mr mo 357,5 mr CgHoNO,
(napaieramon) B TabneTke

of Ci3Hi50,

of CxHoNOz

11 | Package / YnakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / Ilo 10
Tabnerok B [IBX/Al 6aucrep. Io 1
OnucTepy B MAYKy KapTOHHYIO
BMECTE ¢ HHCTPYKUHEN

0 MPHMEHECHUIO,

10 tablets in PVC/ALI blister. 1, 2 or 20
blisters and a patient information leaflet
in a carton. / ITo 10 tabnerox B [IBX/Al
Oancrep. Ilo 1, 2 wnan 20 GnucTepos B
nauky KapTOHHYIO BMECTE c
HHCTPYKUMEH TI0 TPUMEHEHHIO.

12 | Labeling / Mapxuposka

According to ND. / B cootsetctun ¢ HJI.

13 | Storage conditions /

At temperature not more than 25 °C. /

Xpanenue [1pu Temneparype He Bbie 25 °C.
14 | Shelf life / Cpox 5 years/ 5 ner
TOAHOCTH ]

Remarks: The Product conforms to ND/
Ipumevanne: [TponykT coorsercTyeT Tpebosanusam HJT

Opinion: APPROVED
3akmiouenue: OJOBPEHO

Prepared by /
IMoaroTtoBneHo: Pardeep

Kumar [

Checked by /
[IposepeHo: Himesh Kumar

—

o
~J ;

Approved by: Manager/Executive
/Onobpeno:MeHemxep/PyKOBOAUT
enb : Manoj Kumar

Reprint Date: 31.01.2023
Hara:

Reprint Date: 31.01.2023
JHara:

Reprint Date: 31.01.2023
Hara:

Registered Office: 3-2-337, Road No, 3, Banjara Hills, Hyderabad -

500034, Telangana, India

Tel: +91 40 4900 2500, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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