Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
M6ykauH®, Ta61eTKH, HOKPLITHIE IIEHOYHOI 060104K0H, 400Mr + 325Mr

—

Batch No / Cepus Ne : V2101372

Batch Quantity / O6bem mapTuu :
776.000 Kg

Analytical Report No / AHaaaTHUeCKHi oT4yeT Ne ¢
890001541322, 890001541254

Date of Analysis / laTa ananu3a: 31.08.2021

Date of Manufacture / Jlata npou3soacTsa : July-2021

Date of Expiry / Cpok rognoct : Jun-2026

Analysis performed according ND / Ananu3 nposeaes mo HJI: IIN011252/01-110717 (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

Result

Specification

1 |Description / Onncanune

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

tablets;

on cross section- white core /
Tabnetkn KancynosugHom
chopmbl, NOKpbITbIE
NAEeHOYHON 00onoYkon
OpaHXeBoro LpeTa, C PUCKON
Ha OAQHOW CTOpOHE; Ha

nonepeyvyHom paspese — a4po
6enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
core / Tabnetkn KancynoBuaHOW
dopMbl,  MOKpbITbIE  NIEHOYHON
060MNOYKON OpaHXeBoro LBeTa, C
pVUCKOn Ha OAHOW CTOPOHE; Ha
nonepeyHoMm paspese — AApO
Geroro unu noyty 6enoro useTa

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeOboBaHusaM HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Prepared by /
IToarotoBneHo:
Pardeep Kumar

£

Checked by /
IIpoBepeHo:
Himesh Kumar

e

Approved by: Manager/Executive /
Ono6peHo: Menemxep /

PykoeoauTtens
{})‘I"" {1 ué

Manoj Kumar

Print Date:
Jara: 31.08.2021

Print Date:
Jata: 31.08.2021

Print Date:
Jara: 31.08.2021

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: L85195AP1984PLLC004557
wiwivdrreddys.com




Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabaeTKH, NOKPHIThIE IIeHOYHO# 0601049K0i, 400Mmr + 325mr

Batch No / Cepust Ne : V2101372

Batch Quantity / O0bem napTum :
776.000 Kg

Analytical Report No / AHaauTH4ecKHii oTyer No :
890001541322, 890001541254

Date of Analysis / laTa anann3a: 31.08.2021

Date of Manufacture / Jlara npon3Boactsa : July-2021

Date of Expiry / Cpok rogaoct : Jun-2026

Analysis performed according ND / Anaans nposeaes mo 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, u3m. Ne 2 o1 23.09.2019)

2 Identification /
MNMoanvHHOCTL

a) Complies as prescribed/
B cooTeeTCTBUN C
onnucaHnem

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 yaepXxuBaHusi OCHOBHbIX
nnKoB Ha XpomaTorpamme
UCMbITYEMOro  pacteBopa  AOJKHbl
COOTBETCTBOBAaTH BpemMeHam
yAEPXUBaHWSA nUKoB Ha
XpomaTtorpamme pactsopa
cTaHpapTHbIX obpasuos
ubynpoceHa u  napaueramona
(pasgen «KonnuecrseHHoe
onpeaeneHne»)

3 |Average weight and
mass uniformity /
CpepgHaa macca n
O[HOPOAHOCTD MO
mMacce

964.9 mg

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

Ot 940,9 wmr pgo 999,11 wr
(970,0 mr + 3,0 %)

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

Remarks : The Product conforms to ND/
IIpameuanue: [TpoaykT cooTBeTcTBYET TpebopanusaM HJI

Opinion : APPROVED
3akmouenue: OOBPEHO

Jara: 31.08.2021

Jara: 31.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: ITpoBepeHno: Opnobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBoautens
Manoj Kumar €
-fi QJ/J bl
- ‘_,--"'-.-._.._l
Print Date: Print Date: Print Date:

Jara: 31.08.2021

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@direddys.com

CIN: L85195AP1984PLLC004507
v drreddyo.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6ykana®, TabaeTku, NOKPHIThIE MIIEHO4HOI 060104K0i, 400Mr + 325mr

Batch No / Cepus Ne : V2101372

Batch Quantity / O6bemM napThi :
776.000 Kg

890001541322, 890001541254

Analytical Report No / AHasnTHYecKkHii oT4yer Ne :

Date of Analysis / laTa anaynsa: 31.08.2021

Date of Manufacture / Jlata mpon3soactsa : July-2021

Date of Expiry / Cpox roanocts : Jun-2026

Analysis performed according ND / Anaaus nposegen no HJI: 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, u3m. Ne 2 o1 23.09.2019)

4 |Disintegration /
Pacnapgaemoctb

12 minutes 02 seconds

Not more than 30 minutes /
He 6onee 30 muH

5 |Dissolution /
PacTteopeHune

97% - 103%

100% - 103%

NLT 70% (Q) Ci3H1s02 (Ibuprofen)
dissolved in 30 minutes /

He meHee 70 % (Q) CizH1gO2
(nBynpodeH) Yepes 30 MUH

NLT 70% (Q) CsHsNO2
(Paracetamol) dissolved in 30
minutes /

He wmenee 70 % (Q) CsHgNO2
(napaueTtamon) yepes 30 MuH

6 |Related substances /
PoacrteeHHble npumecn

0.05%

0.0002%

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

7 |Water /Boga

1.5%

Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeuanne: [TpoaykT coorBercTByeT Tpebosannam HJI

Opinion : APPROVED
Zakmoyenue: OJOBPEHO

Jara: 31.08.2021

Jara: 31.08.2021

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosieHo: [IposepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBonutens i '
1 o Manoj Kumar @LLL"{ |
r - .- ‘--'---_._-_.
Print Date: Print Date: Print Date:

Hara: 31.08.2021

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
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Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6yKkaun®, TabaeTku, HOKPLITHIE NMIeHOYHO#H 060104K0ii, 400Mr + 325Mmr

Batch No / Cepusi Ne : V2101372 Batch Quantity / O0bem mapTum :
776.000 Kg
Analytical Report No / AnannTHuecknii oryer Ne : Date of Analysis / [laTa anaiu3a: 31.08.2021

890001541322, 890001541234

Date of Manufacture / Jlata npoun3soactsa : July-2021 |Date of Expiry / Cpok rognocts : Jun-2026

Analysis performed according ND / Anasu3 nposenen mo 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)

8 |Microbial limits /
Mukpobuonoruyeckas
yuctoTa

a) Total aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /
microbial count / MeHnee 10 KOE/r He 6onee 1000 KOE/r
O6uwee uncno
a3pobHbIX
MUKPOOpPraHU3MOoB

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 / O6Lee 4Yncno
APOXOKEBbIX U
nrecHeBbIX rpudoB
Absent in 1g / OtcyTctByeT B |Shall be absent in 1g / OTcyTcTBME B

¢) E. coli 1r 1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
TIpumeuanne: [Tpoaykr cootserctByet TpeGoBanusy HJI | 3akmoyenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosneHo: [TpoBepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PyxoBonutens
f Manoj Kumar . ,.
Print Date: Print Date: Print Date:
Hara: 31.08.2021 Hara: 31.08.2021 Hara: 31.08.2021

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: L85195AP1984PLLC004507
winw.direddys.com



Dr.Reddy’s ‘f

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykaun®, TabaeTku, MOKPHITHIE MIEHOYHOMH 060104K0MH, 400Mr + 325Mr

Batch No / Cepus Ne : V2101372

Batch Quantity / O6bemM napTHy :
776.000 Kg

Analytical Report No / AnanuTudyeckuii oruer Ne :
890001541322, 890001541254

Date of Analysis / laTa ananusa: 31.08.2021

Date of Manufacture / laTta npousBoacTBa : July-2021

Date of Expiry / Cpok rogaoctu : Jun-2026

Analysis performed according ND / Ananu3 nposeged mo HI: TIN011252/01-110717 (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)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /
/ OaHopoaHOCTL 4.9 Moka3saTenb npuemnemoctu (AV)
0,03UpoBaHnA nomkeH 6biTb He Bonee 15,0.
Ibuprofen /
ubynpodeH Acceptance value (AV) should be
not more than 15.0 /
Paracetamol / 1.9 MokasaTtenb npvemnemocTy (AV)
napaueTamon JormkeH obiTs He Bonee 15,0.
10 |Assay / 380.8 mg 360 to 440 mg of Ci3H10:
KonuyecteeHHoe (Ibuprofen) per tablet /
onpegeneHne Ot 360,0 mr ao 440,0 mr Cq3H1302
(vbynpodceH) B TabrieTke
319.00 mg 2925 to 357.50 mg of CgHsNO:
(Paracetamol) per tablet /
Ot 292,5 mr go 357,5 mr CgHgNO;
(napauetamon) B TabneTke

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykr cootseTcTByeT TpeboBanusam HJT

Opinion : APPROVED
3akarouenue: OJIOBPEHO

Prepared by /
IloarorosneHo:
Pardeep Kumar

-

Checked by /
[IpoeepeHo:
Himesh Kumar

Q}—’—,D

Approved by: Manager/Executive /
Opo6peno: Menemxep /
PyxoBogutens

Manoj Kumar I)’JJ m Lé

Print Date:
Jara: 31.08.2021

Print Date:
Hara: 31.08.2021

Print Date:
Jara: 31.08.2021

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 ‘f

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
H6yKkaua®, TabaeTKH, IOKPBITHIE IIeHoYHOi 060104K0#, 400mr + 325mr

Batch No / Cepus Ne : V2101372

Batch Quantity / O6beM nmapTuu @
776.000 Kg

890001541322, 890001541254

Analytical Report No / AnamuTuyeckuii or4yer Ne :

Date of Analysis / JlaTta ananusa: 31.08.2021

Date of Manufacture / Jlata nponspojacrsa : July-2021

Date of Expiry / Cpok rogHocts : Jun-2026

Analysis performed according ND / Anann3 nposesen mo HJI: ITN011252/01-110717 (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)

11 | Package / YnakoBka |10 tablets in PVC/Al 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 TabneTok
carton. / Mo 10 Tabnetok 8 |B NBX/Al 6nncrep. Mo 1, 2 unu 20
MBX/Al 6nuctep. Mo 1 6rMCTEPOB B MaYKy KAapTOHHYHO
brnnctepy B Nayky BMECTe C UHCTPYKLMei rno
KapTOHHYO BMecTe C NPUMEHEHUIO.

WHCTpYKLUMEn no
NPUMEHEHMIO.

12 | Labeling / MapkupoBka | According to ND / B cootBetcTeum ¢ H/
13 | Storage conditions / At temperature not more than 25 °C. /
XpaHeHne Mpun TemnepaTtype He Bhiwwe 25 °C.

14 | Shelf life / Cpok 5 years / 5 net

rogHoCTn

Opinion : APPROVED
3akmodenne: OJJOBPEHO

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJL

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTtoBieHo: [IposepeHo: Ono6peHo: Menemxep /
Pardeep Kumar Himesh Kumar PykoBozurens
— Manoj Kumar
sl QA_///C’ :@%ﬁ,
Print Date: Print Date: Print Date:

Hata: 31.08.2021

Jara: 31.08.2021 Hara: 31.08.2021

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



