Dr.Reddy’s Q':'

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

CEPTHOUKAT AHAJMN3A

www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoykanH®, Tab1eTKH, HOKPBIThIE IUIEHOYHOI 000/104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2200838

Batch Quantity / O6bem maptun : 776.0 Kg

Analytical Report No / AHaauTH4yeckuii oTyer No :
040001568357, 890001589259

Date of Analysis / lata ananu3za: 08.05.2022

Date of Manufacture / lata npon3BoacTsa : Mar-2022

Date of Expiry / Cpok roasoctn :Feb-2027

Analysis performed according ND / Anann3 nposeaen mo HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

S. Test
No

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross section- white core /
Tabnetkm  kancynosugHon
dopmsbl, NoKpbITbIE
MAeHoYHON obonoykoit

OpaHXeBoro LBeTa, C pUCKon
Ha OOHOA CTOpPOHE; Ha
nonepeyHoM paspese — Agpo
Genoro uBeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancynoBWUAHON
dopMbl,  NOKpbITEIE  MIIEHOYHOM
obonoykot opaHxeBoro LUBeTa, C
pUCKOM Ha OAHOW CTOPOHE; Ha
nonepeyHoM paspese —  a4po
O6enoro nnu no4ytn 6enoro LBeTa

Remarks : The Product conforms to ND/
Ipumeuanue: [Iponykt coorBercTByeT Tpeboanuam HJI

Opinion : APPROVED
3akawuenne: OJOBPEHO

Prepared by /

IloarotosyieHo:

Naresh Kumar C‘(
Y

—

Checked by /
[1poBepeno:Pardeep Kumar

o

Approved by: Manager/Executive /
Opob6peno: Menemxep /
PyxoBoauteins :Manoj Kumar

Print Date:
Jara: 08.05.2022

Print Date:

Hara: 08.05.2022

gl
Print Date:

Jara: 08.05.2022
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Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02

CEPTUOHUKAT AHAJIN3A www.drreddys.com

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

H6ykaun®, TabaeTKH, NOKPHITHIE JIeHOYHOH 000104K0H, 400Mr + 325mMr

Batch No / Cepus Ne : V2200838 Batch Quantity / O6bem maprun : 776.0 Kg

040001568357, 890001589259

Analytical Report No / Ananutudyeckuii order No : Date of Analysis / JlaTa ananusa: 08.05.2022

Date of Manufacture / /laTta nponzoacTsa : Mar-2022  [Date of Expiry / Cpok rogsoctu :Feb-2027

Analysis performed according ND / Ananus nposened mo HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MopnunHHoCTb B cooTBeTCTBUN C
onncaHnem

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 yaepXMBaHWA OCHOBHbLIX
nnKoB Ha XpomaTtorpamme
UCMbITYEMOro  pacTsopa  AOMKHbI
COOTBETCTBOBATH BpemeHam
yaepXuBaHns NYKOB Ha
Xpomarorpamme pacTtsopa
CTaHpapTHbIX obpasuos
ubynpocpeHa u  napaueTamona
(pasgen «KonnyecteeHHoe
onpeaeneHney)

3 |Average weight and 972.2 mg
mass uniformity /
CpepnHasa macca n
OAHOPOJHOCTL NO
macce

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 Bonee = 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok — He 6onee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanne: [IpoaykT coorBercTBYeT TpeboBanuam HJJ

Opinion : APPROVED
3axnmouenune: OJIOBPEHO

Prepared by / Checked by / ‘ Approved by: Manager/Executive /

IToarotoBneHo: I[Mposepeno:Pardeep Kumar | Ono6peHo: Menemxep /

Naresh Kumar , Pykosonurene :Manoj Kumar
Jlr}{ﬂn 2
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykana®, TabaeTKH, NOKPHIThIE IVIEHOYHOH 060104K0i, 400Mr + 325mr

Batch No / Cepus Ne : V2200838

Batch Quantity / Oobem naptun : 776.0 Kg

040001568357, 890001589259

Analytical Report No / AHanmuTu4Yeckuii oryer No :

Date of Analysis / /Ilara ananusa: 08.05.2022

Date of Manufacture / Jlata npouspogctsa : Mar-2022

Date of Expiry / Cpok rogunoctn :Feb-2027

Analysis performed according ND / Auann3 nposener no H: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnapgaemocTtb

08 minutes 17 seconds

Not more than 30 minutes /
He 6onee 30 MuH

S |Dissolution /
PacTtBopeHue

97% - 100%

100% - 102%

NLT 70% (Q) Ci13H1802 (Ibuprofen)
dissolved in 30 minutes /

He wmeHee 70 % (Q) C13H1802
(nbynpodpeH) yepes 30 MuH

NLT 70% Q) CsHgNO2
(Paracetamol) dissolved in 30
minutes /

He wmeHee 70 % (Q) CsHoNO:
(napaueTtamon) Yepes 30 MUH

6 |Related substances /
PoacTteeHHble npyumecu

0.03 %

0.001 %

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
néynpodeHa — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHodpeHon (npumech
napauetamona) — 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: IIpoaykt coorBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmouenue: OJJOBPEHO

Prepared by /
[Mogrorannarnn:

Naresh Kumar Q
N

"

Checked by /

Tponapann-Pardeap Knmar

—

Approved by: Manager/Executive /
Onnfiperin: Manemxep /
PykoBoauTens :Manoj Kumar
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Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTUOUKAT AHAJIU3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, TaGeTKH, NOKPHITHIE MIIeHOYHOi 060104K0M, 400mr + 325mr

Batch No / Cepust Ne : V2200838 Batch Quantity / O6bem maprnn : 776.0 Kg

Analytical Report No / AHanuTH4YeckHii oTyer N : Date of Analysis / [laTa ananau3a: 08.05.2022
040001568357, 890001589259

Date of Manufacture / lata npoussoacTBa : Mar-2022 | Date of Expiry / Cpox roanocty :Feb-2027

Analysis performed according ND / Aranus nposegen mo HII: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

*8 |Microbial limits /
Mukpo6uonoriudeckas
unucToTa Less than 10 CFU/g/
a) Total aerobic Menee 10 KOE/r Not more than 1000 CFU/g /
microbial count / He 6onee 1000 KOE/r
Obuwee yncno
a3pOBHbIX
MUWKPOOPraHM3mMoB
Less than 5 CFU/g/
b) Total combined Menee 5 KOE/r Not more than 100 CFU/g /
yeasts and mould He 6onee 100 KOE/r
count / ObLyee vncno
OPOXOKEBBIX 1

nnecHeBsbIX rpubos Absent / OTcyTcTBYET
c) E. coli Shall be absent in 1g / OTcyTCcTBUE B
1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipameuanue: [Ipoaykr cootserctByet Tpebosannsiv HJT | 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: Iposepeno:Pardcep Kumar | Omobpeno: Menemwkep /

PykoBoautens :Manoj Kumar

Naresh Kumar :
@
/
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Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknuu®, Tab1eTKH, MOKPLITHIE IIEHOYHOIi 060104K0ii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2200838

Batch Quantity / O6bem maptun : 776.0 Kg

040001568357, 890001589259

Analytical Report No / AnannTuyecknii oyer Ne :

Date of Analysis / Jlata anannsa: 08.05.2022

Date of Manufacture / lata npon3Bojcrsa : Mar-2022

Date of Expiry / Cpok rogHocts :Feb-2027

Analysis performed according ND / Anayu3s nposenen no HJI: [T N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OoHOPOOHOCTL 1.4 Moka3zaTenb npvemnemoctu (AV)
[031poBaHng [OIKeH ObITk He 6onee 15,0.
Ibuprofen /
néynpodyeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.4 MokasaTtenb npuemnemoctyt (AV)
napaueTtamori DorxkeH 6biTb He Bonee 15,0.
10 |Assay/ 396.2 mg 360 to 440 mg of Ci3H1s02
KonnyectseHHoe (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Ci3H102
(vBynpodbeH) B TabneTtke
322.96 mg 2925 to 357.50 mg of CgHsNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO:2
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
Ilpumeuanue: [Ipoaykt cooTBeTcTBYET Tpebosanuim HJI

Opinion : APPROVED
3akaouenue: OJIOBPEHO

Prepared by /
IMoarorosieHo:
Naresh Kumar

&

e

Checked by /
[TpoeepeHno:Pardeep Kumar

o

Approved by: Manager/Executive /
Ono6peHo: Menemxep /
PykoBoautens :Manoj Kumar

Print Date:
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Print Date:
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[ X Dr. Reddy's Laboratories Ltd.
Dr. Reddy’s ... Formulation Unit-6
N Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel : 491 98166 56001-02
CEPTHD®UKAT AHAJIM3A www.drreddys.com

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
UGykauu®, TabaeTKH, IOKPLITHIE ILIeHOYHOi 060104K0ii, 400mr + 325mr

Batch No / Cepust Ne : V2200838 Batch Quantity / O6bem nmaptuu : 776.0 Kg

Analytical Report No / AHaauTHYecKkHii oryer Ne : Date of Analysis / Jlata ananusa: 08.05.2022
040001568357, 890001589259

Date of Manufacture / Jlata nponssoacTsa : Mar-2022 | Date of Expiry / Cpox roguocru :Feb-2027

Analysis performed according ND / Anaans nposeex no HJI: [1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka |10 tablets in PpVC/Al 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. /Mo 10 TabneTtok
a carton. / To 10 Tabnetok |8 MBX/Al 6nuctep. Mo 1, 2 unn 20

B MBX/Al 6nuctep. Mo 1 BnucTepoB B NaYKy KAPTOHHYKO
OnucTepy B Nayky BMECTE C MHCTPYKLMEN no
KapTOHHYIO BMEcCTe C NPUMEHEHUIO.

WHCTPYKUMER Mo

NPUMEHEHMUIO.

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

XpaHeHve Mpu TemnepaType He Bblue 25 °C.
14 | Shelf life / Cpok 5 years / 5 net
rOAHOCTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [IposyKT cooTBeTCTBYET TpeGoBanusaM HJT | 3axaiodenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: IIposepeno:Pardeep Kumar | Ono6peno: Menemxep /
Naresh Kumar PykoBogutens :Manoj Kumar
G e
2 ~— s,
Print Date: Print Date: Print Date:
Jara: 08.05.2022 Jata: 08.05.2022 Hata: 08.05.2022
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