Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

CEPTHO®UKAT AHAJIA3A

www.drreddys.com

Product
Ipoaykr

pacTBopa AJs IpueMa BHYTPb, 400 Mr+325 mr

Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
HM6yxamu® Dxcnpece (uGynpoden + napaneramor), NOPOLIOK AJIs HNpHUIOTOBJICHUS

Batch No. /

Cepus Ne

1 V2201202

Batch Quantity /
O6bemM napTHH

: 25962.000 units / 25962
eJIMHULL

Analytical Report No. /

AHaauTHdecknii orTuer Ne

: 890001598846

Date of Analysis /
Jara ananusa

: 30.06.2022

Date of Manufacture /

JaTta npounsBoacTBa

: JUN. 2022

Date of Expiry /
I'ogen no

: MAY. 2024

Analysis performed according ND / Auaanz nmposeaen mo HJI: JIIT-007239-300721

Ne

Test / Ilokazarean

Result / PesyabTaThl

! Specification / Hopma ‘

1

Description / Onucanne

‘White

powder, with
characteristic odour. /
Ilopomok 6Genoro ugera c
XapaKTePHBIM 3alaxoM.

XapaKTEPHBIM 3al1aXoM.

White to off-white powder, with a|
characteristic odor. / ITopomox ot Genoro |
Jlo moutH Oeyloro LBETa, ¢ XapaKTEPHBIM
3aMaxoM.

2 | Reconstituted solution / Complies Colourless solution with a characteristic
| BoccTaHOBIEHHBII pacTBOp odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue becuBeTHBIli pacTBOp € XapakTepHBIM
3allaXxoM, C BO3MOXHBIM COJEpXaHHEM
HEOOJIBILIOTO  KOJIMYECTBA  B3BEIIEHHBIX
YaCTHUII. -
No Test / Iloka3zaTtenn Result / PesyabTaThl Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
HEEMHOCb CooTBeTCTBYET exceed color intensity of reference standard
| By. / PacTBOp moMKeH OBITH OKpallieH He
| Bojiee HHTEHCHBHO, YeM 3TaloH Bo.
3 |Dissolution time / 0lminute 07 seconds | Not more than 5 min. / He 6onee 5 MuH.
| Bpemst pacTBOpeHHs -
4 |pH of solution / pH pacTtBopa 6.7 5.8t07.8./0t15,8 no7,8.

Remarks : The Product confirms to ND/
Ilpumeuanue: IlpoaykT cootBeTcTBYyeT TpeboBanusm HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Naresh Kumar
[oaroroBneHo: @,

—

Checked by / Pardeep Kumar

IIposepeno: o

Approved by: Manager/Executive / Amit Kumar
Onobpeno: Menemkep / Pykosoaurtens
v
|77

{

Print Date /30.06.2022

Jara: Registered O

Print Date /30.06.2022

fifdka®a-337, Road No. 3, Banjara Hills, Hy:

Print Date /30.06.2022
aeﬂama:- 500034, Telangana, India

Tei: +91 40 4900 2900, Fax: +91 40 4500 25999,
CIN: L85195AP1984PLC0O04507

www.drreddys.com

T
Emalii iy

nal@arreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTHUOUKAT AHAJIN3A

www.drreddys.com

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoayxr H6yxaun® Dxenpecc (M6ynpodeH + napaneramot), NOPOIIOK AJIs IPUTOTOBJIEHHs!
pacTBopa [Jisl npueMa BHYTPb, 400 Mr+325 Mr
Batch No. / 1 V2201202 Batch Quantity / : 25962.000 units / 25962
Cepus Ne O6bem napTuu EIMHHLL
Analytical Report No. / : 890001598846 Date of Analysis / : 30.06.2022
AnanutH4yecknii oruer Ne JlaTa aHaJIH3a
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JaTa npou3zBoJcTBa T'onen no

Analysis performed according ND / Anaau3 nposeaen mo HJI: JII1-007239-300721

Ne |

Test / Iloxa3zaTeJnb

Result / PesyabTaTbl

Specification / Hopma |

5
4) by HPLC / BOXX

— Ibuprofen / ubynpodghen

— Paracetamol / napauemamon

B) by HPLC-UV / BOXX-Y®
— Ibuprofen / ubynpodghen

— Paracetamol / napayemamon

fidenti_ﬁcation / TIopIMHHOCTD

Complies /
CoOTBETCTBYET

Complies /
CooTBeTCTBYET

The retention times of the main peaks in the |

chromatograms of test solutions should |
correspond to those in the chromatograms of
reference  standards solution (Assay
section). / BpeMst ynepKUBaHUsS OCHOBHBIX
MHKOB Ha XpOMaTOrpammax HCIBITYEMbIX |
pacTBOPOB  HOJKHBI ~ COOTBETCTBOBATS |
BpeMeHaM YIEpPXKUBAHUS |
COOTBETCTBYIOILMX OCHOBHBIX MHKOB Ha |
XpOMATOrpaMMax pacTBOpa CTAaHIAPTHBIX |
obpazuoB  (pazpaen  «KomuuecTBeHHOE
‘onpejeneHue). _
When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / I[lpwu
npoBefileHHH  Tecta  «KonudecTBeHHOE |
onpeneneHue» Y®-CHEKTPbl UCIIBITYEMBIX |
pacTBOPOB JOJKHBI COOTBETCTBOBATH Y D-
CHeKTpaM CTaHAAPTHBIX pacTBOpOB
ubymnpodena u napateramona.

Particle size / Pazmep yacTun

100 %

92 %

Particle size less than 2 mm — not less
than 95 %; / HacTuil pasmepoM MeHee 2 MM
— He MeHee 95 %:;

Particle size less than 0.25 mm — not less
than 60 %, / 4acTHI| pazMepOM MeHee

0,25 MM — He MeHee 60 %.

Remarks : The Product confirms to ND/
Hpumeuanue: [Ipoaykt cootBeTcTBYeT TpeGoBanusM HJT

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Prepared by / Naresh Kumar
IloaroTroBneHo: ~
@

Checked by / Pardeep Kumar
IIposepeHo:

Approved by: Manager/Executive / Amit Kumar
Onobpeno: Menemkep / PykoBoaurens

> i P
Print Date /30.06.2022 Print Date /30.06.2022 Print Date /30.06.202
Hara: Registered Offid&a8@:337, Road No. 3, Banjara Hills, Hyi|efkaTa: 500034, Telangana, India
Tel: +31 40 4900 2900, Fax: +21 40 4900 2999, Email: mall@drreddys.com

CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s ":"

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTU®UKAT AHAJIM3A www.drreddys.com
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg -+ 325 mg
IIpoaykT N6ykmun® Dxenpece (u6ynpoden + napaneramo), IopoUIOK sk IPHIOTOB/IEHHS
pacTBOpa AJIs IpHeMa BHYTPb, 400 mr+325 mr

Batch No. / 1 V2201202 Batch Quantity / : 25962.000 units / 25962
Cepust Ne O6bem naprun €UHHULL
Analytical Report No. / : 890001598846 Date of Analysis / : 30.06.2022
AHaJTHTHYeCKHIi oTyeT No HaTa anaimza
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
Jata npou3BoacTBa I'onen 1o
Analysis performed according ND / Anasin3 nposeaen mo HJ: JITI-007239-300721
N | Test / IlokazaTeanb Result / Pe3yabTaThl | Specification / Hopma |

7 |Water/ Boaa 5.3% | Not more than 8.0 % w/w. / He 6onee 8,0 %.

8 |Related substances /
PoacTrBennble npumecu

- ibuprofen / uynpoghen

- paracetamol / napayemamon

BDL (disregard area 12175)

BDL

| Below limit of Detection (LOD:
0.01%)

BDL(Disregard area 8257)

Individual unidentified impurity - not more
than 0.15 %. / EnuanuHas
HeUJeHTHPUIIPOBaHHAS TPUMECH - HE
oonee 0,15 %.

Total impurities - not more than 0.5%. /
Cymma nipumeceit - He 6onee 0,5 %.

Impurity K - not more than 0.15%. /
[Ipumecs K - ne 6onee 0,15 %.

Individual unidentified impurity - not more
than 0.10%. / EquHnuHag
HeuAeHTUQUIIMPOBaHHAS TIPUMECH - HE
ooiee 0,10 %.

Total impurities - not more than 0.5%. /
Cymma npumeceit - ve 6onee 0,5 %.

Uniformity of dosage units /
OnHopoaHOCTH 103HPOBAHHS

- ibuprofen / uynpogen

- paracetamol / napayemamon

BDL
3.2 Acceptance value (AV) should not be more
than 15.0. / [Tokazarens npueMIieMocTd
(AV) nomxeH 65ITh HE Honee 15,0.
35 Acceptance value (AV) should not be more

than 15.0. / [Tokazatenb NpUeMIIEMOCTH

[(AV) nomkeH 6bI1Th HE Gostee 15,0.

Remarks : The Product confirms to ND/
Ilpumeuanne: ITponykxT cooTBeTCTBYET TpeboBanusM HJT

Conclusion : APPROVED /
3axnouenue: OJOBPEHO

Prepared by / Naresh Kumar

ITogrorosneHo: C

Mo

Checked by / Pardeep Kumar

IlpoeepeHno: f

Approved by: Manager/Executive / Amit Kumar

Onobpeno: Menemxep / PykoBoautens

| —

Print Date /30.06.2022
Hara:

Registered O

Print Date /30.06.2022

fidha%a-337, Road No. 3, Banjara Hills, Hyii

A
Print Date /30.06.2022
Jlard:- 500034, Telangana, India

Telt +91 40 4500 2900, Fax: +91 40 3900 20995, Emall: mal@drredays.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s Q‘:'

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel: +91 98166 56001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : H6yxmun® Ixenpece (nGynpoden + napaneramot), NOPOLIOK JJIsi IPHIOTOBJICHHST
pacTBOpa 1Jisi IpUeMa BHYTpPb, 400 mr+325 mr

Batch No. / : V2201202 Batch Quantity / : 25962.000 units / 25962
Cepus Ne O06vem napTun €QMHHUI
Analytical Report No. / : 890001598846 Date of Analysis/ : 30.06.2022
AnaJguTHdeckHii ordert Ne JlaTa anaju3a
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JlaTa npou3BoAcTBa I'onen no

Analysis performed according ND / Agaau3 nposeaen mo HJI: JIII-007239-300721

Specification / Hopma

a) Total aerobic microbial count - not more
than 1000 CFU/g. /

O0b11ee YnuCNo a3poOHBIX MUKPOOPTaHH3MOB
- He H6oee 1000 KOE/T.

b) Total combined yeasts and mould - not
more than 100 CFU/g. /

Ob611ee YKCIIO OPOAOKEBBIX U IJIECHEBBIX
rpubos - He 6onee 100 KOE/T.

¢) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcytcTBue B 1 T.

__Ng . Test / IlokazaTenn Result / Pe3yabTaThl
10 | Microbial limits /
‘ MukpobHo1ornyeckas YMCTOTa NIL CFU/g
NIL CFU/g
Absent
;_ 1 Esa_y_ / KosanuecTBeHHOE
| onpeaejieHHe
- ibuprofen / ubynpoghen 398.1 mg (99.5%)
398.1 mr (99.5%)

- paracetamol / napayemamon

323.7 mg (99.6%)
323.7 Mr (99.6%)

360.0 mg to 440.0 mg of Ci3HisO;
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 1o 440,0 mr
Ci3Hi50; (mubynpoden) (ot 90,0% no
110,0 % OT HOMHUHANBHOTO COACPXKAHUS) B
OJTHOM TTaKeTHKe.

2925 mg to 357.5 mg of CsH¢NO;
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 0 357,5 mMr
CsHoNO, (mapaueramon) (ot 90,0 % no
110,0 % OT HOMHHAaNBHOTO COACPHKAHMS) B
OJITHOM ITaKeTHKe.

Remarks : The Product confirms to ND/
IIpumeuanne: [TponyxT cootseTcTBYeT Tpebopanusm HJJ

Conclusion : APPROVED /
3akawyenne: OJOBPEHO

Prepared by / Naresh Kumar

IToaroroBnieHo: @(
/

Checked by / Pardeep Kumar

IIpoBepeHo: Cf”

Approved by: Manager/Executive / Amit Kumar
Onobpeno: Menemixep / PykoBoIUTENDb

\ e — T

Print Date /30.06.2022 Print Date /30.06.2022 Print Date /30.06.2022
JaTa: Registered Offidkate-337, Road No. 3, Sanjara Hills, Hy|lcHidyad:- 500034, Telangana, India

Tel; +91 40 AYUDZS00, Fax: ¥291 30 4900 U959, Emallt maliarreadys.cam
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS  Tel : +91 98166 56001-02
CEPTUDUKAT AHAJIHU3A www.drreddys.com
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : HM6eyxaun® Dxenpece (ubynpoden + napaneramon), NMOPOLIOK AJIA IPHTOTOBJIEHUS
pacTBopa AJisl NpueMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2201202 Batch Quantity / : 25962.000 units / 25962
Cepust Ne O0bem napTHu eMHAUL
Analytical Report No. / : 890001598846 Date of Analysis / : 30.06.2022
AHajuTHYecKH# oTyeT No JlaTa amanusza
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JaTa npousBoacTBa logex oo
Analysis performed according ND / Auayus nposenen no HJI: JIII-007239-300721
Ne | Test / IlokazaTenn | Result / Pe3yabTaThl Specification / Hopma l
12 |Package / YnmakoBka '5 ginasachet of a combination | 5 g in a sachet of a combination material |
material (laminated | (laminated paper/LDPE/aluminum
paper/LDPE/aluminum foil/LDPE). 6 or 9 sachets and patient
foil/LDPE). 6 sachets and|information leafletin carton pack./Ilo5r B

Xpanenue

patient information leaflet in|maxeTuke U3 KOMOHHHPOBAHHOTO
carton pack. / Ilo 5 r B|marepuana (TaMHHUpOBaHHas
NaKeThKe u3 | 6ymara/IIOHIl/anromunmeBas
KOMOUHUPOBAHHOTO donera/IIBHII). Tlo 6 uaH 9 nakeTHKOB
Matepuana (JaMHHUPOBaHHAs | BMECTE C MHCTPYKIIHEN MO NPUMEHEHHIO B |
oymara/l[I19HIl/antoMuaneBast | mayky KapTOHHYIO.
donsra/TISHII). o 6
NaKETHKOB BMeECTE c
HMHCTpYKUHEH o
NPUMEHEHHIO B na4uKy
KapTOHHYIO.

' 13 |Labeling / MapkupoBska According to ND. / B cooterctsun ¢ HJI. ]

14 | Storage conditions / | Store below 25 °C. / I1pu Temnepatype He Bbuue 25 °C. Rl

15 |Shelflife / Cpok roanocTn

2 years. / 2 ropa.

Remarks : The Product confirms to ND/
IIpumeuanmne: [IponykT cooTBeTCTBYET TpedoBanHusam HJT

Conclusion : APPROVED /
3axkmoyenne: OJOBPEHO

Prepared by / Naresh Kumar

Checked by / Pardeep Kumar

Approved by: Manager/Executive / Amit Kumar

Jara:

Registerac O iiZdaTas337, Road No. 3, fon):

Ioarorosnexo: Ilposepeno: X Onobpeno: Menemxep / PyxkoBoaurens
< [
Print Date /30.06.2022 Print Date /30.06.2022 Print Date /30.06.2022

Hills, H

|eflawd:- 500034, Telangana, India

Tel: +91.40 4900 2900, Fax: +91 Z0 3500 29939, Emall: mall@arreduays.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



