Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Hoyxnun®, TabiieTKH, NOKPHITHIE ILIEHOYHOH 060104K0#, 400Mr + 325Mr

Batch No / Cepus Ne : V2101677

Batch Quantity / O6bem napTuu :
776.000 Kg

Analytical Report No / AHasmuTHYecKkHii oTyeT Ne :
890001550111, 890001549964

Date of Analysis / /laTa ananu3a: 14.10.2021

Date of Manufacture / lata npon3Bogcrsa : Sep-2021

Date of Expiry / Cpok rognocrn : Aug-2026

Analysis performed according ND / Anann3 nposegen mo 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, u3zm. Ne 2 ot 23.09.2019)

S. Test

Result

Specification

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

film-coated one-side scored

tablets;

on cross section- white core /
Tabnetku KancyrnosugHon
dopmbil, NOKpbIThIE
NIEHOYHOM obonouykon

OpaH>XeBoro LiBeTa, C PUCKOMH
Ha OJHOW CTOpPOHE; Ha
rnornepeyvyHoMm paspese — a4po
fenoro upeta

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / TabneTkn KancyrnoBUAHoOW
OpMbI,  MOKPbITHIE  MAEHOYHOWN
060NOYKON OpaHXeBoro LuBeTa, C
puckod Ha OOHOW CTOpOHEe, Ha
nonepeyHom paspese -— [4pO
Henoro unu no4ytn 6enoro UseTa

Remarks : The Product conforms to ND/
Ilpumeyannue: Ilponykr coorBeTcTByeT TpeboBanusam HJI

Opinion : APPROVED
3akarouenue: OJIOBPEHO

Prepared by /
IMoarorosineHo:
Pawan Kumar

(o

Checked by /
ITpoBepeno:
Pardeep Kumar

Approved by: Manager/Executive /
OnobpeHo: Menemxep /
PyxoBoautenn

Pavan Kumar Sharma
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Print Date:
Jara: 14.10.2021

Print Date:
Hata: 14.10.2021

Print Date:
Harta: 14.10.2021
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Dr.Reddy’s Q‘:°

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

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

HNoyxknnH®, TabneTKH, NOKPLITHIE MJIEHOYHOMH 060J1049K0ii, 400Mr + 325Mr

890001550111, 890001549964

Batch No / Cepus Ne : V2101677 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / AHanuTH4ecKHii oTyeT No : Date of Analysis / /lata ananu3za: 14.10.2021

Date of Manufacture / Jlata npon3BoacTsa : Sep-2021 | Date of Expiry / Cpok rognocru : Aug-2026

Analysis performed according ND / Anannz nposexex mo HJ/T: [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, uzm. Ne 2 ot 23.09.2019)

2 Identification / a) Complies as prescribed/
MopgnuHHOCTL B cooTtBeTCTBUU C
onucaHuem

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 ypepxmBaHua OCHOBHbLIX
nnkos Ha XpomaTtorpamme
UCMbITYyEMOro  pacteopa  AOJKHbI
COOTBETCTBOBATH BpemMeHam
yOepXUBaHUS NNKoB Ha
Xpomarorpamme pacTteopa
CTaHOapTHbIX obpasuoB
ubynpocbeHa un  napauetamona
(paspnen «KonnyecteeHHoe
onpeneneHue»)

3 |Average weight and 970.1 mg
mass uniformity /
CpenHsasa macca n
O0QHOPOAHOCTL MO
macce

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

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

18/20 tablets = NMT £ 5% /
18/20 TabneTtok — He bonee + 5 %
2/20 tablets — NMT + 10% /
2/20 TabneTok — He Gonee + 10 %

Remarks : The Product conforms to ND/
IIpumeuanue: IlponykT cooTBeTcTBYeT TpeboBanusm HJT

Opinion : APPROVED
3akmawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IlposepeHo: Opnobpeno: Menemxep /
Pawan Kumar Pardeep Kumar PykoBoaurenn
A Pavan Kumar Sharma
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoyxkanH®, TableTKH, NOKPHIThIE MJIEHOYHOM 060109K0ii, 400Mr + 325Mr

Batch No / Cepusi Ne : V2101677 Batch Quantity / O6bem mapTuu :
776.000 Kg
Analytical Report No / AnajiuTH4YecKknrii oTyer No : Date of Analysis / JJaTta ananu3a: 14.10.2021

890001550111, 890001549964

Date of Manufacture / Jata nponsBoacrsa : Sep-2021 | Date of Expiry / Cpok roguocts : Aug-2026

Analysis performed according ND / Ananu3 nposegen mo H/{: I1 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)

4 |Disintegration / 08 minutes 42 seconds  |Not more than 30 minutes /
PacnagaemMoctb He 6onee 30 muH

5 |Dissolution / 98% - 100% NLT 70% (Q) C13H1s0: (Ibuprofen)
PaCTBOpeHVle dissolved in 30 minutes /

He meHee 70 % (Q) Ci3HigO2
(nBynpodeH) yepes 30 MUH

NLT 70% Q) CeHsNO2
97% - 102% (Paracetamol) dissolved in 30
minutes /

He meHee 70 % (Q) CsHgNO;
(napauetamon) Yepes 30 MUH

6 |Related substances / 0.03% Total impurities of Ibuprofen NMT
PopcTteeHHbIe npumecn 1.0% / Cymma npumecei
nbynpocheHa — He Gonee 1,0 %
0.0004% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHobeHon (Npumech
napauetamona) — He 6onee 0,005%

7 |Water/Boga 1.4 % Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanue: [Ipoxykr cootBercTByeT Tpebosanusam HJI | 3akmouenue: OHOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTtoBneHo: IlpoBepeHo: Onobpeno: Menemxep /
Pawan Kumar Pardeep Kumar PykoBonuTens
o Pavan Kumar Shayma e
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Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanH®, TabsieTKH, IOKPBITBIE NIEHOYHO#H 000J104K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2101677 Batch Quantity / O6bem napTuu :
776.000 Kg
Analytical Report No / Anasutuyeckuii ordyer Ne : Date of Analysis / laTa ananu3a: 14.10.2021

890001550111, 890001549964

Date of Manufacture / JlaTa npousBoactsa : Sep-2021  |Date of Expiry / Cpok rogHoctu : Aug-2026

Analysis performed according ND / Ananu3 nposeaen no H/{: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

8 |Microbial limits /
Mukpobuonoruyeckas
yucToTa

a) Total aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
microbial count / MeHee 10 KOE/r He 6onee 1000 KOE/r
OObwwee uncno
a3pobHbIX
MMWKpPOOpraH13mMoB

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 / ObLee yucno
APOXOKEBBLIX U
nrecHeBbIX rpubos
Absent in 1g / OtcytcTteyeT B [Shall be absent in 1g / OtcyTtcTBMe B

c) E. coli 1r 1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanue: ITpoaykr coorBerctryet TpeGosanuam HJI | 3akmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: [IpogepeHo: Onobpeno: Menemxep /
Pawan Kumar Pardeep Kumar PykoBogutens
s n Pavan Kumar Sharma, P
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Print Date: Print Date: Print Date:
Hata: 14.10.2021 Hata: 14.10.2021 Hara: 14.10.2021
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Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
NoyxkauH®, Ta0aeTKH, MOKPLIThIE IUIEHOYHOI 000J104K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2101677

Batch Quantity / O6bemM napTuu :
776.000 Kg

890001550111, 890001549964

Analytical Report No / AnandTu4eckuii oryet Ne :

Date of Analysis / /laTa anannsa: 14.10.2021

Date of Manufacture / lata npousBoacrsa : Sep-2021

Date of Expiry / Cpok rogaocru : Aug-2026

Analysis performed according ND / Anaxu3s nposenen mo HJI: II N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHopoaHoCTb 0.5 Mokasatenb npuemnemoctu (AV)
[031MpoBaHus JomkeH bbiTb He Bonee 15,0.
Ibuprofen /
nbynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 0.5 MokasaTens npuemnemoctu (AV)
napauetamon nomkeH obiTb He Gonee 15,0.
10 |Assay/ 394.4 mg 360 to 440 mg of Cy3H0:
KonvyectBeHHoe (Ibuprofen) per tablet /
onpeaerneHue Ot 360,0 mr go 440,0 mr Cq3H4302
(néynpodeH) B TabneTke
321.72 mg 292.5 to 357.50 mg of CgHsNO,
(Paracetamol) per tablet /
OT 292,5 mr go 357,5 mr CgHgNO-»
(napaueTtamon) B TabneTke

Remarks : The Product conforms to ND/

IIpumeuanne: IlpoaykT coorBeTcTBYET TpeboBaHusm HJL

Opinion : APPROVED
3akmwuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIposepeHo: Onobpeno: Menemxep /
Pawan Kumar Pardeep Kumar PykoBonurens
: . Pavan Kumar Sharma
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Di.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HoykauH®, TabNeTKH, MOKPHIThIE MJIEHOYHOH 0001049K0i, 400Mr + 325Mr

Batch No / Cepus Ne : V2101677

Batch Quantity / O6bem mapTuu :
776.000 Kg

Analytical Report No / Anajsuru4yeckuii oTuer No :
890001550111, 890001549964

Date of Analysis / laTa ananusza: 14.10.2021

Date of Manufacture / llata npoussoacTia : Sep-2021

Date of Expiry / Cpok roaunoctu : Aug-2026

Analysis performed according ND / Ananu3 nposeaen o HJI: [1 N011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzam. Ne 1 ot 06.09.2018, uzm. Ne 2 ot 23.09.2019)

11 | Package / Ynakoska |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 leafletin a leaflet in a carton. / Mo 10 TabneTtok
carton. / [No 10 Tabnetok 8  |B MBX/Al 6nuctep. Mo 1, 2 nnn 20
MBX/Al 6nuctep. Mo 1 6nucTepoB B Nayky KapTOHHYIO
6nvcTepy B naudky BMECTe C UHCTPYKLMEN no
KapTOHHYIO BMECTE C NMPUMEHEHUIO.

UHCTpPYKUKWER no
NPUMEHEHUIO.

12 | Labeling / MapkupoBka | According to ND / B cooteeTcTBum ¢ HJ
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHuve Mpu TemnepaTtype He Bbiwe 25 °C.

14 | Shelf life / Cpok 5years /5 ner

rogHOCTM

Remarks : The Product conforms to ND/
IIpumedanue: [IpoaykT coorBeTcTBYET TpeboBaHusM HJL

Opinion : APPROVED
3axmouyenune: OJJOBPEHO

Prepared by /
IMoarorosneHo:;
Pawan Kumar

/
-

Checked by /
IIpoBepeno:
Pardeep Kumar

L

-

Approved by: Manager/Executive /
Opno6peno: Menemxkep /
PykoBoautens

Pavan Kumar Sharma
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