Dr.Reddy’s ":

CERTIFICATE OFF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoyknnH®, TabJeTKH, NOKPHIThIE MJIEHOYHOH 060109K0ii, 400Mr + 325Mr

Batch No / Cepust Ne : V2100005

Batch Quantity / O6bem napruu :
776.000 Kg

Analytical Report No / AHanuTH4ecknii oTuer Ne :
890001502304, 890001501569

Date of Analysis / /laTa anaaunza: 27.01.2021

Date of Manufacture / /lata npoussoactsa : Jan -2021

Date of Expiry / Cpok rogaoctn : Dec-2025

Analysis performed according ND / Ananu3 nposenen 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, uzm. Ne 2 ot 23.09.2019)

Test

Result

Specification

1 |Description / OnucaHue

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

tablets;

on cross saction- whita cnra /
Tabnetku KancynoBuaHoM
hopmbl, MOKpbITbIE
NeHoYHon obonoukoi
OpaHXeBoro LBeTa, C PUCKOW
Ha OAHOW CTOpOHe; Ha

nonepeyvyHomM paspese — agpo
©enoro useTa

Capsule-like orange-coloured film-
coated one-side scored tablets;
on cross section- white to off-white
rore /[ TABAATIA  ANRY RARIAT 04
topMbl,  TMOKPbITbIE  MNEHOYHOMN
000OYKOM OpaHXeBoro LBeTa, C
pyuckoA Ha OoOHOW CTOpPOHe; Ha
nonepeyvyHoM paspese A0PO
Benoro uny nouty Benoro 1|ReTA

Remarhs Tl Pioduct confuoniny o WD/
IIpumeuanmue: IIpoaykT cooTBeTcTBYET TpeGoBaHusiM HJJ

Oplilvn ; APPROVED
3axkmouenue: OJJOBPEHO

Prepared by /
[loarororneno:
Pardecp Knmar

Checked by /
ITpoBepero:
Himesh Kumar

Approved by: Manager/Executive /
Onob6perio: Meremiep /
PyroBoauTENL

Manoj Kumar Z@’

Print Date:

Hara: 27.01.2021

Print Date:
Hara: 27.01.2021

Print Date:
Jata: 27.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A.P, [ndia
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
CEPTUDPHUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNOoykanH®, TabJeTKH, HOKPHITHIE MeHOYHOH 0601049K0#, 400Mr + 325mr

Batch No / Cepua Ne : V2100005 Batch Quantity / O6sem napTuu :
776.000 Kg .
Analytical Report No / AnanuTH4eckuii oruer No : Date of Analysis / Jlata anannsza: 27.01.2021

890001502304, 890001501569

Date of Manufacture / faTa npousBoacTsa : Jan -2021 | Date of Expiry / Cpok rogaoctn : Dec-2025

Analysis performed according ND / Ananu3 nposeaen mo H: ITN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzM. Ne 1 ot 06.09.2018, usm. Ne 2 ot 23.09.2019)

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

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

BpemeHa ynepXuBaHUs OCHOBHbIX

MMKOB Ha XpomaTorpamme
NCMbITYEMOrOo  pacTeopa  AOJIKHbI
COOTBETCTBOBATH BpEMEHaM
yAepXKusaHus MnKoB Ha
Xpomartorpamme pacTeopa
cTaHaapTHBIX obpasuos
ubynpoceHa u napaueTamona
(pasgen «KonuuecteeHHoe
onpegeneHme»)
3 |Average weight and 971.5 mg 940,9 mg to 999,1 mg
mass uniformity / (970,0 mg £ 3,0 %) /
CpegHsist macca u Or 9409 wMr gmo 999,11 wmr
OHOPOAHOCTL NO (970,0 mr + 3,0 %)
macce
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/ Opinion : APPROVED
ITpumeuanue: [Tpoaykt cootBercTByeT TpeboBanusam HJ[ | 3axmoyenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroroeyieHo: ITporepeno: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBogutens
ti,, /> | Manoj Kumar W
Print Date: Print Date: Print Date:
Hara: 27.01.2021 Hata: 27.01.2021 Hata: 27.01.2021

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, A P, India
Tel: 91 40 49500 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Ho6yxmuu®, TabeTKH, NOKPLITHIE IIEHOYHOH 000104K0i, 400Mr + 325Mmr

Batch No / Cepus Ne : V2100005 Batch Quantity / O6neM naprTus :
776.000 Kg
Analytical Report No / AHanuTHYeckuii oTueT Ne ; Date of Analysis / laTa anaaun3a: 27.01.2021

890001502304, 890001501569

Date of Manufacture / Jlata npoussoacrsa : Jan -2021 |Date of Expiry / Cpok roagnoctu : Dec-2025

Analysis performed according ND / Ananus nposenen no HJI: IT 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)

4 |Disintegration / 11 minutes 10 seconds Not more than 30 minutes /
Pacniapaemoctb He Gonee 30 muH

5 |Dissolution / 101% - 103% NLT 70% (Q) C13H1O2 (Ibuprofen)
PacrBopeHue dissolved in 30 minutes /

Ho moiice 70 % (Q) CisHis0:
(uBynpodieH) v 30 MiaH

NLT 70% (Q) CsHaNO-
99% - 101% (Paracetamol) dissolved in 30
minutes /

He menee 70 % (Q) CsHoNO:
(napaueTtamon) yepes 30 MuH

6 |Related substances / 0.04% Total inpurilies of Ibuprolen NMT
Poacrociiniuic npnmecn 1.0% [/ Gymma npumecen
néynpodeHa — He Bones 1,0 %
0.0003% 4-aminophenol (Paracetamol

impurity) NMT 0.005% /
4-amuHodeHon (Npumech
napaweTtamona) — He Gornee
0,005%

7 |Water/Boga 1.2% Not more than 5.0% /

He 6onee 5,0 %

Remarks : The Product conforms to ND/ Opinion : APPROVED
IIpumeuanmne: [Tpoaykr cooreTcTBYyeT TpeGoBanuam HJI | 3akmouenne: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[logrorosneHo: [IpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBomgurens

D:[,A C)J" i Manoj Kumar M
Print Date: Print Date: Print Date:
Hara: 27.01.2021 JHara: 27.01.2021 Jara: 27.01.2021

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: L85195AT 1984PLCO04507
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
HNoykanu®, TabsieTkH, MOKPLITHIE MJIEHOYHOH 000104K0ii, 400Mr + 325Mr

Batch No / Cepusa Ne : V2100005 Batch Quantity / O6bem naprTuu :
' 776.000 Kg
Analytical Report No / AnaauTuyeckuii otuer Ne : Date of Analysis / JlaTa ananu3za: 27.01.2021

890001502304, 890001501569

Date of Manufacture / /laTa nponssoactsa : Jan -2021  |Date of Expiry / Cpok roanocrs : Dec-2025

Analysis performed according ND / Anannz nposened mo 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 ot 23.09.2019)

8 [Microbial limits /
Mukpobnonoruyeckas
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
ObLee yucno
aspoBHbIX
MWKPOOPraHN3MoB

b) Total combined Less than 5 CFU/g / Not more than 100 CFU/g /
yeasts and mould Menee 5 KOE/r He 6onee 100 KOE/r
count / ObLyee yucno
APONOKEBBIX Y
nnecHesbIx rpubos
Absent in 1g / OtcytctByet B [Shall be absent in 1g / OtcyTcTBUE

c) E. coli 1r B1r
Remarks : The Product conforms to ND/ Opinion : APPROVED
ITpumeuanmne: [TpoaykT cooreTcTBYeT TpeboBanuam HJI | 3akmouenne: OLOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloarorosneHo: IIposepeno: Opnobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBoautens
Q.L/Q Manoj Kumar @»«O
[ =% - * /
Print Date: Print Date: Print Date:
Hara: 27.01.2021 Jara: 27.01.2021 Hara: 27.01.2021

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 €3¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
N6ykauu®, Tab/IeTKH, IOKPBITHIE NICHOYHOH 06051049K0#, 400Mr + 325mMr

Batch No / Cepus Ne : V2100005 Batch Quantity / O6bem napTnu :
776.000 Kg
Analytical Report No / AnanuTuyeckuii ot4yer Ne : Date of Analysis / JlaTta ananu3za: 27.01.2021

890001502304, 890001501569

Date of Manufacture / JlaTa npoussoactsa : Jan -2021 |Date of Expiry / Cpok roauoctu : Dec-2025

Analysis performed according ND / Ananu3 nposenes no HJI: [IN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uam. Ne 1 o1 06.09.2018, uzm. Ne 2 o1 23.09.2019)

9 |Uniformity of dosage Acceptance value (AV) should be
units not more than 15.0 /

/ OgHopoaHOCTb 1.4 MokasaTtene npuemnemoctu (AV)

003UpoBaHusA JormkeH ObITb He 6onee 15,0.

Ibuprofen /

nsynpodeH Acteplance valug (AV) shiould be
not moro than '16.0 /

Paracetamol / [.4 MuRHAH 2R Hpreanemo iy (AV)

nAapANeTaAMOn LOMKeH ObiTh He Gonee 15,0.

10 |Assay/ 398.0 mg 360 to 440 mg of Cy3H1s02
Konu-icoTtpol oo (Ibuprofen) per tablet /
onpegeneHue Ot 360,0 mr go 440,0 mr Ci3H102

(m6ynpodpen) B TabneTke

328.63 mg 2925 to 357.50 mg of CgHsNO:
(Paracetamol) pcr tublel /
Ot 292,5 mr po 357,5 mr CsHeNO:
(napaudeTtamon) B TabneTke

Remarks : The Product conforms to ND/ Opinion : APPROVED
Mpumeuanue: [TpoaykT cootseTcTByeT TpeGosanusam HJI | 3akmoyenue: OJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBneHo: IIposepeHo: Ono6peno: Menemxep /
Pardeep Kumar Himesh Kumar Pykosoumrcins

2 . Vlanoj Kumar

_ ____________.:

Print Date: Print Date: Print Date:
JHara: 27.01.2021 | Mara: 27.01.2021 Hara: 27.01.2021

Regislered Office: 8-2-337, Road No. 3, Banjara Ilills, Ilydcrabad - 500034, AP, India
Tel: 91 40 4900 2900, Fax: 91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Ibuclin, film-coated tablets 400 mg + 325 mg
Noykauu®, TabaeTkH, HOKPHITHIE IEHOYHOH 000104K0H, 400Mr + 325Mr

Batch No / Cepus Ne : V2100005 Batch Quantity / O6bem naptuu :
776.000 Kg
Analytical Report No / AnanuTuuyeckuii oryer Ne : Date of Analysis / [lata ananu3za: 27.01.2021

890001502304, 890001501569

Date of Manufacture / Jlata npon3soactea : Jan -2021 | Date of Expiry / Cpok roagsocru : Dec-2025

Analysis performed according ND / Ananns nposenen mo HJI: [TN011252/01-110717 (amend Ne 1 from
06.09.2018, amend Ne 2 from 23.09.2019/ uzm. Ne 1 oT 06.09.2018, u3m. Ne 2 ot 23.09.2019)

11 | Package / YnakoBka | 10 tablets in PVC/AI 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. / To 10 TabneTok
a carton. / Mo 10 TabneTtok  |B MNBX/Al 6nuctep. Mo 1, 2 unun 20

B NBX/Al 6nncTep. Mo 1 OnncTepoB B NayKy KapTOHHYHO
BGnucTepy B Nayky BMECTE C UHCTPYKUMEN no
KapTOHHYIO BMecTe C NPUMEHEHUIO.

WHCTpYyKUMen no

NPUMEHEHMIO.

12 | Labeling / Mapkuposka | According to ND / B cooTBeTcTBMM ¢ HL
13 | Storage conditions / At temperature not more than 25 °C./

XpaHeHue Mpn TemnepaTtype He Bbille 25 °C.
14 | Shelf life / Cpok 5years /5 net

rogHocTU
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanue: [TpoaykT cootBeTcTBYeT TpeboBanusam HJ[ | 3akmoyenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBneHo: IIpoBepeHo: Onobpeno: Menemxep /
Pardeep Kumar Himesh Kumar PykoBonutens

z QJ/—*’;“ Manoj Kumar @‘-U"Q
= A3 /

Print Date: Print Date: Print Date:
Jara: 27.01.2021 Jara: 27.01.2021 Hara: 27.01.2021

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