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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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHDPHUKAT AHAJIH3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOoyxkann®, TabneTkH, NOKPLITbIE MIEHOYHO 000104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101680

Batch Quantity / O6bem naptum :
776.000 Kg

040001461233

Analytical Report No / Anaauruueckuii oraer Neo

Date of Analysis / lata ananusza: 12.11.2021

Date of Manufacture / Jlata npou3ssoacrsa : Sep-2021

Date of Expiry / Cpok roanoctn : Aug-2026

Analysis performed according ND / Ananu3s nposenen mo HJI: [1 NO11252/01-110717 (amend Ne 1 from
\;()6.09‘2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, n3m. 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 /
Tabnetkn KancyrnoBugHom
hopmsl, NoKpbITLIE
NSIEHOYHO! obonoukoi
OpaHXeBOro LBeTa, C PUCKOM
Ha OOHON CTOpOHE, Ha

nonepeyHom paspese — s4p0
6enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn kancynoBuAaHOI
bopMbl,  NOKPbITbIE  MIEHOYHONA
000NoYKON OpaHXeBOro LBeTa, C
puCKoM Ha OAHOW CTOpoHE, Ha
MonepeYyHoM paspese —  a4po
6enoro unu noytn 6enoro useTa

Remarks : The Product conforms to ND/
Ilpumeuanne: [TpoaykT cootBeTcTBYET Tpebosarusm HJT

Opinion : APPROVED
3akmouenue: OOBEPEHO

Prepared by /
IToarorosneno:
Pardeep Kumar

~—

Checked by /
IIpoBepeno:
Himesh Kumar

el

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

Pawan Kumar

Print Date:
Hata: 12.11.2021

Print Date:

Hara: 12.11.2021

Print Date:
Hata: 12.11.2021
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CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIM3A

[Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NOoyrianH®, TabneTKku, NOKPLITHIE MIEHOYHOi 060104K0ii, 400mr + 325Mr

Batch No / Cepus Ne : V2101680 Batch Quantity / O6bem napruu :
776.000 K¢
Analytical Report No / AHannTu4eckuii oTuet Ne : Date of Analysis / JaTa anaymsa: 12.11.2021
040001461233
Date of Manufacture / Jlata nponssojcrsa : Sep-2021  |Date of Expiry / Cpok rogaocth : Aug-2026

Analysis performed according ND / Ananus nposenen no H)I: T N011252/01-110717 (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)

2 Identification / a) Complies as prescribed/ |The retention time of the main peaks
MognnHHoOCTB B cooTtBeTcTBUU C on the chromatogram of the test
onucaHnem solution should correspond to the

retention times of the peaks on the
chromatogram of ibuprofen and
paracetamol reference standards
solution (section Assay)/

BpemeHa ygepxuBaHUs OCHOBHBIX

nnKoB Ha XpomaTorpamme
NCMbITYyeMOro  pacteopa  AOMKHbI
COOTBETCTBOBATb BpeMeHam
YAEPXKMBaHNA MMKOB Ha
XpomaTorpamme pacTBopa
CTaH4apTHbIX obpasuos
ubynpodbeHa U napaueTamona
(pasgen «KonuyecteeHHoe
onpenenedue)
3 |Average weight and 969.6 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg + 3,0 %) /
CpepHsasa macca u Or 9409 wmMr pgo 9991 wr
O[HOPOAHOCTL NO (970,0 mr £ 3,0 %)
mMacce
18/20 tablets — NMT + 5% /
18/20 TabneTok — He Gonee + 5 %
2/20 tablets — NMT + 10% /
2/20 Tabnetok ~ He Gonee + 10 %
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeyanue: [Ipoaykr cooteTcTBYET TpeboBanusam HJI | 3akmouenne: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororneHo: IIpoBepeHno: Opnobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBonutens
s Pawan Kumar AX—
wl - C:)L’/Q ~
Print Date: Print Date: Print Date:
Hara: 12.11.2021 Hata: 12.11.2021 Hara: 12.11.2021
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NGykana®, Tab1eTkd, NOKPHITHIE NUIEHOYHOIT 000J04KO0#, 400Mmr + 325Mr

Batch No / Cepus Ne : V2101680

Batch Quantity / O6bem maptam :
776.000 Kg

040001461233

Analytical Report No / AnannTudyeckuii oryer Ne :

Date of Analysis / laTa anannsa: 12.11.2021

Date of Manufacture / Jlata nponsBoacrsa : Sep-2021

Date of Expiry / Cpok rognocts : Aug-2026

Analysis performed according ND / Ananuz nposegen mo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

4 |Disintegration /
PacnagaemocTtb

06 minutes 10 seconds

Not more than 30 minutes /
He 6onee 30 mMuH

5 |Dissolution /
PacTteopeHue

100% - 103%

96% - 102%

NLT 70% (Q) C13H150; (Ibuprofen)
dissolved in 30 minutes /
He menHee 70 % (Q)
(bynpodbeH) Yepes 30 MUH

Ci13H1602

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

He menee 70 % (Q) CsHgNO,

(napaueTtamon) yepes 30 MUH

6 |Related substances /
PoacTtBeHHbIe npumecu

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumeceit
néynpodpeHa — He Gonee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amuHobeHon (Nnpumecsk
napaveramona) — He 6onee 0,005%

7 |Water/Bopa

1.4 %

Not more than 5.0% /
He Gonee 5,0 %

Remarks : The Product conforms to ND/
IIpumeyanne: [1poaykT cooTBeTcTBYET TpeGoBanusam HJJ

Opinion : APPROVED
3akaouenue: OJIOBPEHO

Prepared by /
[ToarororneHo:
Pardeep Kumar

Checked by /
ITpoBepeHo:
Himesh Kumar

=

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

Pawan Kumar ;)

/xL_

Print Date:
Hara: 12.11.2021

Print Date:
Hara: 12.11.2021

Print Date:
Hata: 12.11.2021
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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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Product : Ibuclin, film-

coated tablets 400 mg + 325 mg

MNoyxnnu®, TabJeTKH, NOKPLITHIE NIEHOYHOH 060109K0i, 400Mr + 325Mr

Batch No / Cepusi Ne : V

2101680

Batch Quantity / O6nem napTuu :
776.000 Kg

040001461233

Analytical Report No / AHajguTHYecKHit oTyeT Ne :

Date of Analysis / lata anaam3a: 12.11.2021

Date of Manufacture / JI

aTa NIpOU3BoOAcTBA : Sep-2021

Date of Expiry / Cpok roasocru : Aug-2026

Analysis performed according ND / Ananu3 nposegen mo HI: IT1N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, nzm. Ne 2 ot 23.09.2019)

8 [Microbial limits /

yncToTa
a) Total aerobic
microbial count /

O6Lwwee uncno
a3pobHbIxX

yeasts and mould

ApoXoKeBbIX U

c) E. coli

Mukpo6Guonoruyeckas

MWKPOOPraH3MoB
b) Total combined
count / Obujee ynucno

nnecHeBbIX l'pI/I6OB

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

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

Absent in 1g / OTtcyTcTBYET B
r

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

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

Shall be absent in 1g / OTcyTcTBUE B
1r

Remarks : The Produc

t conforms to ND/

IIpumeuanue: [Ipoaykr cootBercTByeT TpeboBanmsam HJI

Opinion : APPROVED
3akarwuenue: OJIOBPEHO

Jara: 12.11.2021

Hata: 12.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroBneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
of_’/ ! P - Pawan Kumar !-?
Print Date: Print Date: Print Date:

Hara: 12.11.2021
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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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykaHH®, TabaeTkH, NOKPLITHIE JIEHOYHOI 060.104Koi1, 400Mmr + 325mr

Batch No / Cepus Ne : V2101680

Batch Quantity / O6bem napTum :
776.000 Kg

040001461233

Analytical Report No / AnanmuTugeckuii orger Ne :

Date of Analysis / /lata anaau3a: 12.11.2021

Date of Manufacture / lata npou3sBoacTBa : Sep-2021

Date of Expiry / Cpok roggoctn : Aug-2026

Analysis performed according ND / Ananu3 npoeeaen mo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ 13M. Ne 1 or 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 /
/ OaHopoaHOCTb 0.9 MNokasaTtenb npueMmnemocTy (AV)
J0o3npoBaHua JomKeH ObiTb He Gonee 15,0.
Ibuprofen /
noéynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.8 MokasaTenb npuemnemoctu (AV)
napaueTtamon JormKkeH ObiTb He Bonee 15,0.
10 |Assay/ 399.9 mg 360 to 440 mg of Ci3H402
KonuyecTtseHHoe (Ibuprofen) per tablet /
onpegeneHne OT1 360,0 mr go 440,0 mr Cq3H1502
(nbynpodbeH) B TabneTke
319.51 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/ Opinion : APPROVED
ITpumeuanwue: [Ipoaykr coorBercTByeT TpeGosanusam HJ[ | 3axmouenue: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: [Iposepeno: OnobpeHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoputens

i L= Pawan Kumar O

S e g

Print Date: Print Date: Print Date:
Hara: 12.11.2021 Hata: 12.11.2021 Hara: 12.11.2021
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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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUD®PUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HOykauna®, Tab1eTKH, NOKPHITHIE ILIEHOYHOH 000104KOil, 400Mr + 325Mr

Batch No / Cepust Ne : V2101680

Batch Quantity / O6bem maprum :
776.000 Kg

040001461233

Analytical Report No / Ananurudyecknii orger Ne :

Date of Analysis / Jlata ananmsa: 12.11.2021

Date of Manufacture / laTa npousBojacrea : Sep-2021

Date of Expiry / Cpok rogHocTH : Aug-2026

Analysis performed according ND / Ananns nposexen no HJI: [T 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)

11 | Package / Ynakoska |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 TabneTok
a carton. /o 10 Tabnetok |8 NBX/Al 6Gnuctep. Mo 1, 2 unun 20
B MBX/Al 6nuctep. Mo 1 6nncTepoB B NayKy KapTOHHYHO
Bnucrepy B nayky BMeCTe C MHCTPYKLMEN Mo
KapTOHHYIO BMecCTe ¢ NPUMEHEHMIO.

WHCTpyKUKMEn no
NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cootBeTcTann ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHue MNpy TemnepaType He Bbiwe 25 °C.

14 | Shelf life / Cpok 5vyears /5 net

rogHoOCTU

Remarks : The Product conforms to ND/
IIpumeuanne: TIpoaykT cooTBeTcTBYET TpeboBanuam HJI

Opinion : APPROVED
3axmrouenne: OJOBPEHO

Hara: 12.11.2021

Hara: 12.11.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosreHo: IIpoBepeHo: Onobpeno: Menemxkep /
Pardeep Kumar Himesh Kumar PykoBoautens ,
p C__‘::-S// S Pawan Kumar :
L "‘_.ﬁ,_ e ~ -
Print Date: Print Date: Print Date:
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