Dr.Reddy’s €

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

CEPTU®HUKAT AHAJIU3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6yknuu®, TabaeTKH, HOKPBITbIE NIEHOYHOH o6osoukoii, 400mr + 325Mr

Batch No / Cepust Ne : V2202038

Batch Quantity / O6bem naptun : 776.0Kg

040001655465,890001620117

Analytical Report No / AHanuTH4eckHii oTyeT Ne :

Date

of Analysis / Jlara ananmza: 11.10.2022

Date of Manufacture / Jlata npoussoacrsa : SEP-2022

Date

of Expiry / Cpok rognoctu :AUG-2027

Analysis performed according ND / Anajn3 npoBe/ieH 1o HJ: TINO011252/01-110717 (amend Ne 1 from
106.09.2018, amend No 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / OnucaHue

Capsule-like orange-coloured
film-coated one-side scored
tablets;

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white

on cross section- white core /|core / TabneTku KancynosnaHo

Tabnetku KancynoBUAHON|popMbl,  NOKPbITHIE  MMEHOYHON
dopmbl, NoKpbiTble |0bonoykoin opaHxkesoro LuBeTa, C
nJeHoYHOM 0BOMOYKOW |PUCKOA Ha OfHOW CTOpOHe; Ha

OpaHeBoro LBeTa, C pyCKon
Ha OOHOM CTOpPOHe, Ha
nonepevHom paspese — 84po
G6enoro useTa

nonepeyHoM paspese —  f4po
6enoro unu noytn 6enoro LiBeTa

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IpoaykT cooTsercTayet TpeGosannsm HJ[ | 3akmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: & IIposepeno: Pardeep Kumar | Omo6peno: Menemxkep /
Ramakant [} MY Pyxosoautens :Amit Kumar
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Print Date: Print Date: Print Date:
Hara: 11.10.2022 Hara: 11.10.2022 Jara. 11.10.2022

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
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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, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTH®UKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg

H6ykanu®, TaG1eTKH, NOKPbITHIE MLIEHOYHON 060/104KOi, 400mr + 325mMr

IBatch No / Cepust Ne : V2202038 Batch Quantity / Oobem naptun : 776.0Kg

040001655465,890001620117

Analytical Report No / AnaauTuyeckuii oruer Ne : Date of Analysis / laTa ananu3a: 11.10.2022

Date of Manufacture / Jlara npouspoacrsa : SEP-2022 | Date of Expiry / Cpok roanoctn :AUG-2027

Analysis performed according ND / Ananus nposeaen no HJI: TTNOI 1252/01-110717 (amend Ne 1 from
106.09.2018, amend Ne 2 from 23.09.2019/ usam. No 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MognnHHOCTL B cooTtBeTCTBUM C
onucaHvem

The retention time 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 yaepXuBaHusi OCHOBHbIX
MNKOB Ha XpomaTtorpaMmme
ncnbITyemMoro  pactsopa  AOSKHbI
COOTBETCTBOBATH BpeMeHam
yAepXKnsaHus MUKOB Ha
XpomaTtorpamme pacTeopa
cTaHaapTHbIX obpasuos
nobynpocpeHa 1 napauetamona
(pazgen «KonunyectBeHHoE
onpegeneHver)

3 |Average weight and 973.1 mg
mass uniformity /
CpeaHsaa macca n
0HOPOAHOCTL MO
macce

Complies /cooTBeTCTBIM C

940,9 mg to 999,1 mg
(970,0 mg + 3,0 %) /

Or 9409 wmr po 9991 wr
(970,0 mr + 3,0 %)

18/20 tablets —= NMT + 5% /
18/20 TabneTok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTtox — He Gonee = 10 %

Remarks : The Product conforms to ND/
Tpumeuanne: [poaykr coorBercTBYeT Tpebopaunam HII

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: ) IIpoeepeno: Pardeep Kumar | OnobpeHo: Menenxep /

Ramakant PykoBoauTens :Amit Kumar

Print Date: Print Date: Print Date:

Hara: 11.10.2022 Hara: 11.10.2022 Hara. 11.10.2022
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Dr.Reddy’s ‘,’:“

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Ferrmulation Unit-6

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

CEPTUOUKAT AHAJIN3A

www.drreddys.com

Product : Ibuclin, film-coated

tablets 400 mg + 325 mg

Hoykaun®, TabaeTKy, NOKPLIThIE NJIEHOYHOH o06os04K0ii, 400mr + 325mr

—

Batch No / Cepusi Ne : V2202038

Batch Quantity / O0bem mapTuu : 7%.0Kg

040001655465,890001620117

Analytical Report No / AHaauTH4ecKHii oTyeT Ne :

Date of Analysis / JlaTa ananu3za: 11.10.2022

Date of Manufacture / Jlata nponssojcrsa : SEP-2022

Date of Expiry / Cpox roanoctu :AUG-2027

Analysis performed according ND / Ananus nposegen no HJI: [1 NO1 1252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ n3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapaemocTb

08 minutes 25 seconds

Not more than 30 minutes /
He 6onee 30 MuH

S |Dissolution /
PacTtBopeHue

94% - 99%

97% - 103%

NLT 70% (Q) C43H1s02 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) CizHO2
(mbynpodeH) yepes 30 MUH

NLT 70% Q) CsHoNO2
(Paracetamol) dissolved in 30
minutes /

He wmenee 70 % (Q) CsHoNO:
(napaueTtamon) yepes 30 MUH

6 |Related substances /
PoacrteeHHble npumecu

0.03%

0.0001%

Total impurities of Ibuprofen NMT
1.0% / Cymma rnpumecen
nbynpoceHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHodeHon (npumech
napaueTtamona) — He 6onee 0,005%

7 |Water/ Bopga

1.6%

Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT coorBercTBYeT TpeboBanuam HJI

Opinion : APPROVED
3axmiouenune: OJJOBPEHO

Prepared by /
[ToaroToBieHo:

Ramakant [ \f,d
A

Checked by /
[MposepeHo: Pardeep Kumar

C_};._-—-ﬂ-l"

Approved by: Manager/Executive /
Ono6peno: Menemxep /
PykoeoauTe b :Amit Kumar
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Print Date:
Jara: 11.10.2022

Print Date:
Jara: 11.10.2022

Print Date:
Hara. 11.10.2022
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'... Dr. Reddy's Laboratories Ltd.

? . @ . .

] Formulation Unit-6

Dr‘ Reddy s .. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoykanH®, TabaeTKy, NOKPbITHIE MLIeHOYHOI 000104KOii, 400Mmr + 325mr

Batch No / Cepust Ne : V2202038 Batch Quantity / O6bem naptuu : 776.0Kg

Analytical Report No / AHanuTH4eckuii oTuer Ne : Date of Analysis / JlaTa ananmza: 11.10.2022
040001655465,890001620117

Date of Manufacture / Jlata npousogctsa : SEP-2022 | Date of Expiry / Cpok rognoctn :AUG-2027
Analysis performed according ND / Ananu3s nposenes no HJ: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. No 1 o1 06.09.2018, uzm. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpobuonoruyeckas
yucrtoTa Less than 10 CFU/g /
a) Total aerobic MeHee 10 KOE/r Not more than 1000 CFU/g /
| microbial count / He 6onee 1000 KOE/r
| Obwee yncno

a3pobHbIX

MWKPOOPraHU3MoB

b) Total combined Less than 5 CFU/g/ Not more than 100 CFU/g /
yeasts and mould MeHee 5 KOE/r He 6onee 100 KOE/r
count / Obuee uncno
OPOXCKEBBIX U
nnecHesbIX rpnbos
Absent / OTcyTcTByeT

¢) E. coli Shall be absent in 1g / OTcyTcTBUE B
ir
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [TpoaykT coorBeTcTBYeT Tpebosanusam HJI | 3akmouenune: OOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IMposepeno: Pardeep Kumar | OnobpeHo: Menenxep /
Ramakant @ d , PykosoauTens :Amit Kumar
Wy = - P
Print Date: Print Date: Print Date:
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Dr.Reddy’s ":'

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

Vill. Khel, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTHO®UKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknun®, TabaeTKH, NOKPLITHIE MIeHOYHOH 060104K0ii, 400Mr + 325mr

Batch No / Cepusi No : V2202038

Batch Quantity / O6bem naptun : 776.0Kg

040001655465,890001620117

Analytical Report No / Ananntudeckuii otder Ne :

Date of Analysis / lata anauu3za: 11.10.2022

Date of Manufacture / /laTa npou3soacrsa :

SEP-2022 |Date of Expiry / Cpok roagnoctu :AUG-2027 |

06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

Analysis performed according ND / Anaau3s nposener no HJI: IT1 N011252/01-110717 (amend Ne 1 from

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoAHOCTb 1.7 MokasaTenb npuemnemoctn (AV)
003upoBaHus JorxkeH bbiTb He Bonee 15,0.
Ibuprofen /
noynpodeH Acceptance value (AV) should be
1.6 not more than 15.0 /
Paracetamol / MokasaTenb npuemnemoctu (AV)
napauetamon JorpkeH 6biTb He bonee 15,0.
10 |Assay/ 393.1 mg 360 to 440 mg of CizHi02
KonnyectseHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr go 440,0 mr Cq3HsO:
(nbynpocbeH) B TabneTke
326.90 mg
2925 to 357.50 mg of CgHgNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CsHgNO;
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/

Ilpumeuanne: [Iponykr coorBercTByeT TpebopaHusaM HJL

Opinion : APPROVED
3axkmouenue: OJJOBPEHO

Ramakant | xu\dr
e \ / .

Prepared by / Checked by /
[ToaroTosneHo: [Nposepeno: Pardeep Kumar

e

Approved by: Manager/Executive /
Opob6peHo: Menemxep /
PykoBoautens :Amit Kumar

pe=

Print Date: Print Date:

Jara: 11.10.2022 Jata: 11.10.2022

Print Date:
Jara. 11.10.2022
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‘... Dr. Reddy's Laboratories Ltd.
| @ . .
Formulation Unit-6
Dr’ Reddy S L g Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, iNDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUD®UKAT AHAJIU3A www.drreddys.com

|Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykanH®, TabieTKkn, MOKPbLIThIE MJeHOYHOH 000104 K01, 400mr + 325mr
Batch No / Cepusi Ne : V2202038 Batch Quantity / Oobem mapTun : 776.0Kg

Analytical Report No / Ananurnuecknii oryer Ne : Date of Analysis / /lata anannsa: 11.10.2022
040001655465,890001620117
Date of Manufacture / Jlata npousBoacrsa : SEP-2022  [Date of Expiry / Cpok rognoctu :AUG-2027
Analysis performed according ND / Anajus nposeaex mo HJ: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/AI 10 tablets in PVC/AI blister. 1, 2 or
blister. 1 blister and a 20 blisters and a patient information
patient information leaflet in |leaflet in a carton. / o 10 TabneTok
a carton. / Mo 10 Tabnetok  |B MBX/Al 6nuctep. Mo 1, 2 nnn 20

B MBX/Al 6rnnctep. Mo 1 OnMcTepoB B NAYKy KAPTOHHYIO
GnucTepy B navky BMECTe C UHCTPYKLMEn Mo
KapTOHHYt0 BMecCTe C NPUMEHEHMIO.

WHCTpYKLMEN no

NPUMEHEHNIO.

12 | Labeling / MapkupoBka | According to ND / B cootBetcTaum ¢ HO
13 | Storage conditions / At temperature not more than 25 °C. /

XpaHeHue MNpw TemnepaTtype He Bbiwe 25 °C.
14 | Shelf life / Cpok 5 years / 5 net

rO4HOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeyanue: [TponykT cooteercTByeT TpeboBanusam HJ[ | 3akmodenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosneno: [Mposepeno: Pardeep Kumar | Ono6peHo: Menemxep /

Ramakant %\N\}QLO D PyxoBoautens :Amit Kumar
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Print Date: Print Date: Print Date:
Hara: 11.10.2022 Jara: 11.10.2022 Harta. 11.10.2022

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
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