Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yknuu®, TabieTKH, NOKPLITHIE M1eHOYHOI 000/104K0i, 400Mr + 325mr

Batch No / Cepus Ne : V2101208

Batch Quantity / O6bem naprun :
776.000 Kg

Analytical Report No / Asasurnyeckuii oTyer Ne :
890001535576, 890001535506

Date of Analysis / lata ananm3a: 21.07.2021

Date of Manufacture / JlaTa npousBoacTBa : Jun-2021

Date of Expiry / Cpox rogaocru : May-2026

Analysis performed according ND / Ananu3s nposeaes mo 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, n3m. Ne 2 ot 23.09.2019)

S. Test

Result

Specification

1 |Description / Onucanune |Capsule-like orange-coloured

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KancynosugHom
chopmebl, NoKpbIThbIE
MNeHOYHOMN obornoykon

OpaHXeBOro LBeTa, C puCKon
Ha OOHOW CTOpOHE, Ha
nonepevHom paspese — A4po
Genoro ueeTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkm kancynoBUOHOW
opMbl,  MOKpbITHIE  MrEHOYHOW
060NoYKO OpaHXeBoro LBeTa, ¢
PUCKOM Ha OAHOW CTOPOHe; Ha
nonepeyHom paspese — S4po
6ernoro nnn no4tn Henoro LBeTa

Remarks : The Product conforms to ND/
IMpumeyanne: Ipogyxr coorBeTcTBYET TpeboBanusm HJI

Opinion : APPROVED
3akmwouenue: OJJOBPEHO

Prepared by /
IToaroroBaeHo:
Pardeep Kumar

o

—

Checked by /
IIpoBepeHo:
Himesh Kumar

M

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

anoj Kumar / U-Ci-é?

Print Date:
Jata: 21.07.2021

Print Date:
Hata: 21.07.2021

Print Date:
Jata: 21.07.2021

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

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

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

Noykmmn®, TabaeTKH, NOKpbIThIE MIeHOYHOoi 060104K0i, 400Mr + 325mr

890001535576, 890001535506

Batch No / Cepust Ne : V2101208 Batch Quantity / O6bem napTun :
776.000 Kg
Analytical Report No / Ananurnyecknii order Ne : Date of Analysis / [lara ananaza: 21.07.2021

Date of Manufacture / Jlata npoussoacrsa : Jun-2021  [Date of Expiry / Cpok rogaocry : May-2026

Analysis performed according ND / Ananus nposenen nmo HJI: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 ot 06.09.2018, uzm. No 2 o1 23.09.2019)

2 ldentification / a) Complies as prescribed/
MoanuHHOCTb B cootBeTCTBMM 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 yaepXvBaHWsi OCHOBHbIX
NNKOB Ha Xpomarorpamme
UCMBLITYEMOro  pacTsopa  AOIDKHbI
COOTBETCTBOBAaTb BpeMeHam
yoepXvBaHus NNKoB Ha
XpomaTorpamme pacTeopa
CTaHOapTHBIX obpasuos.
nbynpocbeHa w  napauetramona
(paspen «KonuvecteeHHoe
onpeaeneHuer)

3 |Average weight and 973.9mg
mass uniformity /
CpepHaa macca 1
OQHOPOAHOCTL MO
macce

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

Or 940,9 wmr pgo 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 TabneTok — He 6onee = 10 %

Remarks : The Product conforms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJI

Opinion : APPROVED
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TogrorosneHo: [IpoBepeHo: Onob6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
~— | M 1 K 7 1l /
. — = |MemciKumar @ hul
Print Date: Print Date: Print Date:
Hara: 21.07.2021 Hara: 21.07.2021 Hata: 21.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3IA

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykaun®, TabaeTKU, MOKPBITHIE MJIEHOYHOH 000.104K0ii, 400mr + 325mr

Batch No / Cepnga Ne : V2101208

Batch Quantity / O6bem napTuu :
776.000 Kg

890001535576, 890001535506

Analytical Report No / Anaautuyeckuii orger Ne :

Date of Analysis / Jlata anasmza: 21.07.2021

Date of Manufacture / lata npou3BoacTsa : Jun-2021

Date of Expiry / Cpok rogsocty : May-2026

Analysis performed according ND / Anasu3s nposeaen mo H/I: I1 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)

4 |Disintegration /
PacnagaemocTb

13 minutes 50 seconds

Not more than 30 minutes /
He 6onee 30 MuH

5 |Dissolution /
PactesopeHue

96% - 100%

99% - 104%

NLT 70% (Q) Ci3sH1sO2 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) C13H1802
(nbynpodeH) yepes 30 MuH

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

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

6 |Related substances/
PogcTteeHHble npumecn

0.03%

0.0003%

Total impurities of Ibuprofen NMT
1.0% / Cymma npumecen
nbynpodena — He 6onee 1,0 %
4-aminophenol (Paracetamol
impurity) NMT 0.005% /
4-amnHoheHon (Npumech
napauetamona) — He 6onee 0,005%

7 |Water/Boga

1.6 %

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

Remarks : The Product conforms to ND/
IIpumeuanne: [Ipoaykt coorBercTByeT TpeboBaHusaM H]I

Opinion : APPROVED
3axnwouenue: OJOBPEHO

Prepared by /
[TonrorosneHo:
Pardeep Kumar

L

—

Checked by /
[IposepeHo:
Himesh Kumar

Approved by: Manager/Executive /
Omobpeno: Menemxep /

Pykosomurens
Manoj Kumar

J?’n { z_a.é

Print Date:
Hata: 21.07.2021

Print Date:
Hara: 21.07.2021

Print Date:
JHara: 21.07.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, AP, 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

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
U6ykaun®, Tabaerku, NOKPbIThIE MIeHOYHOiT 060104K0H, 400mMr + 325mr

Batch No / Cepust Ne : V2101208

Batch Quantity / O6bem napTum :
776.000 Kg

Analytical Report No / AHanuTH4eckHii oTyeT Ne :
890001535576, 890001535506

Date of Analysis / JlaTa ananusa: 21.07.2021

Date of Manufacture / /laTta npousBoacTea : Jun-2021

Date of Expiry / Cpok rognoctu : May-2026

Analysis performed according ND / Ananus nposeger no H/: TIN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ usm. Ne 1 ot 06.09.2018, n3m. Ne 2 ot 23.09.2019)

8 |Microbial limits /

yuctoTa
a) Total aerobic
microbial count /

O6wee yncno
a3pOBHbIX

yeasts and mould

APOACKEBDBIX U

c) E. coli

MukpoGuonornyeckas

MUWKPOOPraHn3moB
b) Total combined
count / Oblwee yncno

nnecHeBbIX rpnboB

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

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

Absent in 1g / OTcyTCcTBYET B
r

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

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

Shall be absent in 1g / OTcyTCcTBUE B
1r

Remarks : The Product conforms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanuam HI

Opinion : APPROVED
3aknouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[logrorosneHo: IIposepeHo: Opo6peno: Menemxkep /
Pardeep Kumar Himesh Kumar PykoBoauTens
I C}J’I’B Manoj Kumar }’ 2 {’
N ( I'h (L
Print Date: Print Date: Print Date:

Hara: 21.07.2021

Jarta: 21.07.2021

Jara: 21.07.2021
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyxnun®, TabjaeTkn, NOKpPLITHIE MJIeHOYHOH 00010uK0H, 400Mr + 325Mr

Batch No / Cepusa Ne : V2101208

Batch Quantity / O6bem napTum :
776.000 Kg

Analytical Report No / AHauTHYeCKHIi oTueT Nt :
890001535576, 890001535506

Date of Analysis / JlaTa ananmu3za: 21.07.2021

Date of Manufacture / JlaTa nponssoactsa : Jun-2021

Date of Expiry / Cpok rognoctu : May-2026

Analysis performed according ND / Auanu3 nposenes mo HJI: TI 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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OpHopoAHOCTb 3.2 MokasaTenb npuemnemoctu (AV)
[031poBaHus JorrkeH oblTe He Oonee 15,0.
Ibuprofen /
nbynpodceH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 3.2 MokasaTenb npuemnemocTty (AV)
napauetamon JorkeH ObITb He Gonee 15,0.
10 |Assay/ 392.6 mg 360 to 440 mg of Ci3H10:
KonunuyecTtseHHoe (Ibuprofen) per tablet /
onpegenexue Ot 360,0 mr go 440,0 mr Cq3H1g02
(nbynpodheHr) B TabneTke
326.34 mg 292.5 to 357.50 mg of CsHgNO;
(Paracetamol) per tablet /
Ot 292,5 mr po 357,5 mr CsHoNO;
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanmne: Ilpoaykr cootBercTByeT TpebopaHusam HJL

Opinion : APPROVED
3axmouenne: OJIOBPEHO

Jara: 21.07.2021

Hara: 21.07.2021

Prepared by / Checked by / Approved by: Manager/Executive /
IJoaroroBneHo: ITpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTenb
. D—\_—/—Q Manoj Kumar @"_‘K_,
Qﬁ-’_‘ N
Print Date: Print Date: Print Date:

Hata: 21.07.2021

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

CIN: L85195AP1984PLC004507
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykaun®, TabeTKH, NOKPbITHIE MIeH0YHOH 060/1049KOMH, 400mr + 325Mr

Batch No / Cepusi Ne : V2101208 Batch Quantity / O0bem napTum :
776.000 Kg
Analytical Report No / AnanuTH4yecKuii oryer Ne : Date of Analysis / JaTa ananu3za: 21.07.2021

890001535576, 890001535506

Date of Manufacture / lata npon3soactsa : Jun-2021 | Date of Expiry / Cpok rognocru : May-2026

Analysis performed according ND / Ananus nposegen no HJI: [IN011252/01-110717 (amend Ne 1 from
\&609.2018, amend Ne 2 from 23.09.2019/ u3m. Ne 1 o1 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 [ Package / YnakoBka |10 tablets in PVC/AI blister. |10 tablets in PVC/Al blister. 1, 2 or
1 blister and a patient 20 blisters and a patient information
information leaflet in a leaflet in a carton. / Mo 10 TabneTok
carton. / Mo 10 Tabnetok 8 |B [BX/Al 6rinctep. Mo 1, 2 vnu 20
MBX/Al 6riucTep. Mo 1 6nucTEpOB B NaYKy KAPTOHHYIO
OrncTepy B nadky BMEeCTe C MHCTPyKLMel rno
KapTOHHYIO BMECTe C NPVMEHEHUIO.

WHCTpyKLUWel no
NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cooTteeTcTBuM ¢ HI

13 | Storage conditions / At temperature not more than 25 °C./

XpaHeHue Mpu TemnepaTtype He Bhille 25 °C.
14 | Shelf life / Cpox 5 years / 5 net

rogHOCTM
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipameuanue: [TpoaykT cootBeTcTByeT TpeGoanusam HJI | 3axmouenne: OTOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TogroroBneHo: [IpoBepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoauTens

f iy Manoj K =
C::_L,/_) anoj Kumar M

Print Date: Print Date: Print Date:
Hata: 21.07.2021 Hata: 21.07.2021 JHata: 21.07.2021
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