Dr.Reddy’s ":'

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

CERTIFICATE OF ANALYSIS \ww.drreddys.com

CEPTUDOHUKAT AHAJIN3A

Jarta npoussoacrea

TI'oneu go

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
NpoayxTt Uoykanu® Ikenpece (nbynpoden + napaneTamos), HOPoLIOK Ajsi IPHIOTOB/ICHHS

pPacTBOpA AJs1 IpHeMa BHYTpb, 400 mr+325 mr i
Batch No. / 1 V2201430 |Batch Quantity / : 25533.00 units / 25533.00
Cepus Ne O0bem naptTuu €IMHHLL
Analytical Report No. / : 890001602885-1 Date of Analysis / 1 28.07.2022
AxvanuTHyeckuii oTyeT No ~|JarTa ananmsza -
Date of Manufacture / : JUL. 2022 Date of Expiry / : JUN. 2024 o

Analysis performed according ND / Anasu3 nposenen o HJI: JITT-007239-300721

|_N'9 ~ Test/HokazaTennb |_

1 |Description / Onucanue

B ﬂsu}t / Pe3ynabTaThl

Specification / Hopma

| White powder,
characteristic odour.

XapaKTEPHBIM 3anaxoMm.

XapaKTEPHBIM 3aniaxoMm.

2 | Reconstituted solution /

Complie_s

BoccTranoBieHHBII pacTBOp [

UBCHNIHOCHTb

- appearance / onucavue

- Color of the solution /

Complies /
CoOTBETCTBYET

with White to off-white powder, with a
/| characteristic odor. / ITopoiiok ot 6enoro
[Topowok 6enoro wugera ¢ A0 NOYTH OENOro LBETa, C XapaKTepHbIM

3alaxoMm.

odor shall be observed, may have small
amount of
becuBeTHbIi pacTBOp € XApPaKTEPHBIM
3anaxoM, C BO3MOXKHBIM COJEPXAHHEM
HeOOJIBIIOrO  KOJMYECTBA  B3BELUEHHLIX
YaCTHILI.

L — —_— = e——
| Colourless solution with a characteristic

suspended  particles. /|

Color intensity of the solution does not
exceed color intensity of reference standard
Bo. / PacTBOop momkeH ObITH OKpalleH He
0oJiee UHTEHCUBHO, YeM 3TaJIOH Bo.

3 |Dissolution time /

01 minutes 06 seconds

Not more than 5 min. / He 6onee 5 muH.

Bpems pacreBopenust

pH of solution / pH pacTtBopa

6.7

5.8t07.8./015,8 5107,8.
|

Remarks : The Product confirms to ND/
IIpumedanue: [Iponykt coorBercTByeT Tpeboanusm HJJ

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by / Ramakant

IMToaroToBneHo: M

Checked by / Santosh Kumar
Maurya

IIpoeepeHo: @/9

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Meneaxep / Pykqeomurelb

Print Date /28.07.2022
JlaTa:

Print Date /28.07.2022
Jara:

Print Date /28.07.2022
JHara:

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

CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s ":'

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

CERTIFICATE OF ANALYSIS |\ d Coae (o

CEPTUDOUKAT AHAJIM3A

HaTa OpOU3BOJACTBa

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr Uoyxann® xenpece (ubynpoden + napaneramo.r), opoLIOK Aisi IPHIOTOBJICHUS
pacTBOpa JJist NpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2201430 Batch Quantity / : 25533.00 units / 25533.00
Cepnsa Ne O0bem napTun eNMHIIL -
Analytical Report No. / : 890001602885-1 Date of Analysis / ¢ 28.07.2022
AHaauTH4ecKnid oTyer Ne JlaTa aHaausa
Date of Manufacture / : JUL. 2022 Date of Expiry / : JUN. 2024

T'ogen no

%

5 [Identification / IIoATMHHOCTE

1) by HPLC / BIKX

_Te_st / Ioxa3zaTens |

— Ibuprofen / ubynpoghen

— Paracetamol / napayemamon

Analysis performed according ND / Anaaus nposeaed no HJI: JITI-007239-300721

Result / Pe3yabTaThl |

~ Specification / Hopma

Complies /
COOTBETCTBYET

B) by HPLC-UV / BOXKX-Y®
— Ibuprofen / ubynpoghen

\— Paracetamol / napayemamon

: 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 yIep)KUBaHUST OCHOBHbBIX
MMKOB Ha XpPOMAaTOrpamMax HKCIbITYeMbIX
| pacCTBOPOB ~ JOJKHBl  COOTBETCTBOBATb
| BpeMeHaMm YAEPKUBAHNS
COOTBETCTBYIOLLIMX OCHOBHbIX MMHKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHJapTHbHIX
obpazuoB  (pazgen  «KomuvectBeHHoe
OTIpENIETIEHHEY).

Complies /
CooTBETCTBYET

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoBejeHUH  Tecta  «KonuuecTBeHHOE
|onpenenieHue» Y D-COEeKTpbl HCHBITYEMBIX
| PACTBOPOB JIOMKHBI COOTBETCTBOBATH Y D-
crexTpam CTaHJJapTHBIX pacTBOpoB
ubynpodeHa u napaieramora.

Remarks : The Product confirms to ND/
ITpumeuanne: [IpoaykT coorBeTcTBYeT TpeGoBaHMsM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Ramakant

Honro*rosneﬂozg} dk} j
/A

Checked by / Santosh Kumar
Maurya

ITposepeno: &qj

Approved by: Manager/Executive / Manoj Kumar

OnobpeHo: MCHCIDKCp_‘L YKOBOJHTEN b
|'; Lw—é

Print Date /28.07.2022
Jara:

Print Date /28.07.2022
Hara:

Print Date /28.07.2022
Jara:
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

. @
Dr- Red dy s ‘,. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

: . Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIY, o cqond’ oo
CEPTHOHKAT AHAJII3A

Product Ibuclin E xpl'ea'lhuprofen_ﬂ‘al?wtarn_M), pgwder_for oral solution, 400 mg + 325 mg -
Ilpoaykt : Hoykmnn" Irenpece (udynpoden + napauneramMoi), HOPOUIOK JIsi IPUTOTOBIEHHSI
PACTBOpA AJIS [IPHEMA BHYTPh, 400 Mr+325 mr

Batch No. / 1 V2201430 Batch Quantity / : 25533.00 units / 25533.00
Cepust Ne O6bem mapTun €/MHHL |
Analytical Report No. / : 890001602885-1 Date of Analysis / : 28.07.2022 B

| AHaJIMTHYECKHUH oT4eT No Hara ananmza o

Date of Manufacture / : JUL. 2022 Date of Expiry / : JUN. 2024

Jata npoussojgersa I'open no

Analysis performed according ND / Auanns nposeaen mo HL: JII1-007239-300721

| Ne | Test/okasatens 1 Result/ Pesynbrater | Specification / Hopma
6—I—Particle size / Pa3zmep yactnn 100 % 'Particle size less than 2 mm — not less |
' ‘ than 95 %; / Yactuu pasmepom menee 2 Mm
‘ ~ He MeHee 95 %;
92 % Particle size less than 0.25 mm — not less
than 60 %. / yacTuu pasmepom menee
0,25 MM — He MeHee 60 %.

L7 ‘Water /B—ona 5.1% Not more than 8.0 % w/w. / He 6011ee 8,0 %.
8 |Related substances / _‘— o T
\PoacreenHbie MpHMecH
- ibuprofen / ubynpoghen Less Than LOQ (L0OQ:0.04%)  |Individual unidentified impurity - not more

than 0.15 %. / Eannnyuas
‘ HeHAeHTHOULNPOBaHHAS TPUMECH - He
‘ Less Than LOQ Oonee 0,15 %.
Total impurities - not more than 0.5%. /
Cymma npumeceii - He Gostee 0,5 %,

‘ - paracetamol / napayemamon Below limit of Detection (LOD: [[mpurity K - not more than 0.15%. /
0.01%) [Tpumecs K - we Gosee 0,15 %.
Individual unidentified impurity - not more ‘

‘ BDL(Disregard area 8700)  {than 0.10%. / Emitrirunas
| [HEeHIeHTH(DHUIPOBAHHAS IPHMECh - He J
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Iponykr coorseTcTBYET TpedoBanmsm HJ| 3akmouenune: OJJIOBPEHO
Prepared by / Ramakant Checked by / Santosh Kumar Approved by: Manager/Executive / Manoj Kumar
Ioarororneno: w/ Maurya ﬁlm 'S Ono6peno: Menemkep / PykoBogutens
[Iposepeno: a\’"’q )
(Yt e
o
Print Date /28.07.2022 Print Date /28.07.2022 Print Date /28.07.2022
Jara: Hara: Hara:

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



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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
+91 98166 56001-02
drreddys.com

Qe
Dr.Reddy’s ‘.7-'

CERTIFICATE OF ANALYS]S *
CEPTHOIRAT AHATTI3A

|Product ¢ Ibuclin Express (lbuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg o
Iponyxr Ubykanu® Ixenpece (udynpoden + N1apaneTamot), HOPOIIOK /sl NPHIOTOBIeH sy

PACTEOpa Aat51 IpHemMa BHY'Tphb, 400 Mr+325 mr
Batch No. / : V2201430 Batch Quantity / : 25533.00 units / 25533.00
Cepus Ne Odbem nmaprun eNHHNIL
Analytical Report No. / : 890001602885-1 ~ [Date of Analysis / 2 28.07.2022
AHauTHYecKHif oTuer No - Hata ananuza s -
Date of Manufacture / : JUL. 2022 Date of Expiry / : JUN. 2024

Hara npoussoncrea

Tonen o

_ Specification / Hopwa
|'I‘ota1 impurities - not more than 0.5%, / |
Cymma npumeceii - He 6onee 0,5 %.

| Acceptance value (AV) should not be more |
|than 15.0. / INokasarens NpHEMJIeMOCTH |
‘ (AV) nomxken Gbith He Gonee 15,0. |

‘Acceptance value (AV) should not be more
than 15.0. / INokazatens PHEMIIEMOCTH
—[(AV) romien 6brmo e Gonee 15,0, |

a) Total aerobic microbial count - not more |
Obuiee yncno aspobHbIX MHKPOOpPraHu3MoB
- He bonee 1000 KOE/T.

) Total combined yeasts and mould - not |
more than 100 CFU/g. /
‘Oﬁmce HHCIIO APOXOKEBBIX M INECHEBDIX

Analysis performed according ND / AHanus nposesen no HJ: JIII-007239-300721
X[ Test/Mowwarens | Reswli/Poymmam | s
| |' Gonee 0,10 %.
| [ BDL
.
e
9 |Uniformity of dosage units / |
| |'0,11uopom-|0cn> XO3MPOBaHHS | |
| - ibuprofen / ubynpogen ‘ 4.4
| |
|
- paracetamol / napayemamon 5.6
|
10| Microbial  Gimits i
J ‘Mmcpoﬁnonom'{ecmﬂ YHCTOTA NIL CFU/g
| ! than 1000 CFU/g. /
|
} |
| | NIL CFU/g
Absent

[rpuﬁoa - He bonee 100 KOF/r.
¢) Escherichia coli - shall be absent perl g/ |
[Escherichia coli - orcyrcreue B 1 1 |

Remarks : The Product confirms to ND/
| Hpumeuanue: MMponyxr COOTBETCTBYET TpeGoBaHusM HJ[

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Ramakant Checked by / Santosh Kumar

Ioarorosneno: W Maurya é‘)

Approved by: Manager/Executive / Manoj Kumar
Ono6peno: Menemxep BI{OBO?IITCRB
,] 3

L

(gl

I[Tposepeno:
Print Date /28.07.2022 Print Date /28.07.2022
Hara: Hara;

Print Date /28.07.2022
Hara:

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

CIN: L85195AP1384PLC0O04507
www.drreddys.com

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com



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

Do
Dr‘ Reddy,s ‘.... Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P., 173 205, INDIA

- Tel : +91 98166 56001-02
CERTIFICATE OF ANALYSIS, drreddys.com

CEPTHOUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetam0l), powder for oral solution, 400 mg + 32_§_mg_ a
Mpoaykr : Hoyknun® Ikenpece (udynpogen + NapaneTamost), HOpoOIOK AJist IPUTOTOBJIEeH s
_ PacTBopa jiist npuema BHYTPb, 400 Mr+325 mr _
Batch No. / : V2201430 [Batch Quantity / : 25533.00 units / 25533.00
|Cepus Ne o Ob6nem maprun EAMHMUIL
Analytical Report No. / : 890001602885-1 Date of Analysis / : 28.07.2022 K
AnanuTuyeckuii otuer Ne | HNara ananusa - - _- |
Date of Manufacture / : JUL. 2022 Date of Expiry / : JUN. 2024
Jara nponssoacrea _ |[T'ogen o

Analysis performed according ND / AHaau3 nposesen no HA: JIT1-007239-300721

| 11 | Assay / Konnvectrennoe ]
| onpenenenue |
| - ibuprofen / ubynpoghen | 399.7 mg (99.9 %) |360.0 mg to 4400 mg of CyiH,:0- |
| 399.7 mr (99.9 %) (ibuprofen) (90.0% to 110.0% of label |
| | | claim) per sachet. / Ot 360,0 mr no 440,0 M
‘C.;I-{mo;g (nOynpoden) (or 90.0 % no
| | 1100 % o1 noMunansHoro conepkaHng) B
| ‘ OJIHOM MaKeTHKe. |
|
} |-paracetamol/napauem(mwl | 323.5 mg (99.5%) ‘392‘5 mg to 3575 mg of CyHeNO, |
| 323.5 Mr (99.5%) ‘[pamccramol} (90.0 % 1o 110.0 % of label
[ claim) per sachet. / Ot 292,5 mr 10 357.5 Mr |
CsHsNO; (napaueramon) (or 90.0 % 1o |
| | | 110,0 % ot Homunansioro conepxkanus) B |
||_ | | OZIHOM MaKeTHKe. |
____________________ -_— 1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpameuanne: Mponykr COOTBETCTRYET TpeboBanuam HJI 3akmoyenne: OJJOGPEHO
Prepared by / Ramakant Checked by / Santosh Kumar Approved by: Manager/Executive / Manoj Kumar
[Moarorosnenon Maurya ‘@3 Onobpeno: Meunemxep / PykoBonurens
; ITposepeno:
<Al B / f [
Print Date /28.07.2022 Print Date /28.07.2022 Print Date /28.07.2022
Hara: Hara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydera.bad -.500031';c'il'elar;g;na, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.c
CIN: L85195AP1984PLC004507
www.drreddys.com



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

Qe
Dr. Reddy’s ‘;. Vill. Khol, Nalagarh Road, Baddi,

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02
CERTIFICATE OF -'\N"\l-\'mrﬁrw.drreddys.com
CEPTH®HKAT AHAJIM3A

Product ¢ Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg -
Hpoaykr : HMoywkanu" Ixrenpece (ubynpogen + IapaleTamol). MOpoLIOK A/t MPUTOTOBJAEHU s
—PACTBOPA 11 Npuema BayTpb, 400 Mr+325 mr
Batch No. / 1 V2201430 Batch Quantity / 1 25533.00 units / 25533.00
Cepus No O6bem maprun ENHHULL
Analytical Report No. / : 890001602885-1 Date of Analysis / ¢ 28.07.2022
AHAIHTHYeCKHI oTyeT No _ |JMaTa anaausa _ -
Date of Manufacture / : JUL. 2022 Date of Expiry / : JUN. 2024
Jara nponssoacrea logen 1o
| Analysis performed according ND / Anasnus nposeaen mo HJI: JII-007239-300721 |
| 12 IPackage / Ynakogska S ginasachetofa 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 patienti
foil/LDPE). 6 sachets and |information leaflet in carton pack. /Tlo5Srs
| patient information leaflet in | naxernke u3 KOMOUHUPOBaHHOTO |
‘carton pack. / Ilo 5 r B | MarepHana (1aMHHMpoBaHHas |
| IaKeTHKe u3 | 6ymara/I[I13HI1/anomubnesast ‘
| | KOMOMHUPOBaHHOTO Gonera/TISHIT). Tlo 6 unu 9 NaKETHKOB

MaTephana (NaMUHUPOBAHHAS | BMECTe ¢ WHCTPYKUHEH N0 NpuMeHeHH:o B |
| 6ymara/[T9HT/amomunnesas ‘naLn(y KapTOHHYIO. |
‘ donbra/IIDHIT). Ilo 6
NaKeTHKOB BMecTe |

ul HHCTpYKLHEH no |
NPUMEHEHUIO B nayKy
—— . |KapTOHHYIO. | _ B o
13" | Labeling / Mapxuposxa TAccording to ND. 7B cooserermii cHE

| 14 _ﬁtoﬁge_coﬁtio_ns_/ ‘ Store below 25 O_C./_Hp?FCI\EICIEpr_e He Bie 25 °C.
‘ |XpaHeHﬂe

2years./2roma. |

tn |

— . |
Ehelflife / Cpok rogHocTn r
| . =

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumeyanwue: [Tponykr COOTBETCTBYET TpeboBanuam HJJ 3aknouenue: OJJOGPEHO

Prepared by / Ramakant Checked by / Santosh Kumar Approved by: Manager/Executive / Manoj Kumar

[Moarorosneno: Maurya M Onobpeno: Menemxep / Pyxosonyrens
Mﬂ/ [Iposepeno: }\7;2 Q’_QL

Print Date /28.07.2022 Print Date /28.07.2022 Print Date /28.07.2022

Hara: Hara: Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderafbad -.500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com



