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

Vill. ¥ho!, Nalagarh Road, Baddi,
Distl. Soian, H.P, 173 205, IND1A,
Tel: +21 98166 56001-02

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJH3A

wew.drreddys.com

" Ibuclin E lnpress (Ibuprofen+Paracetamol), pou der for oral solution, 400 mg + 325 mg

Product
[IpoaykT Hoyraun " Ixenpece (Hoynpoden + napaneramon), NOpoWOK A NPHIOTOBEHHS

PACTBODA VISl IPUEMA BHYTPb, 400 Mr+325 mr B .
Batch No. / : V2201511 Batch Quantity / : 1526220.00 units /
Cepus Ne O0bem napTuu 1526220.00 eaunny
Analytical Report No. / : 890001608261 Date of Analysis/ : 23.08.2022
AnaguTuueckuii oTaer Ne ___|{laTa anasnnuza .
Date of Manufacture / : July. 2022 Date of Expiry / : Jun. 2024
JlaTa npou3BOACTEA Tonen go

Analysis performed according ND / Ananus nposeaen no HJI: JIII-007239-300721

e |
1

T_t_aét_i' HokazaTens
Description / Onucanme

' Reconstituted solution /

BoccranoBieHHbIH pacTBop

- appearance / onucanue

- Cofg;;ffﬁé solution /

HEEeMHOCHb

Dissolution time /
Bpems pacTBopeHHs
pH of solution / pH pa::'rBopa

Result / PesyabraTh!
White powder,
characteristic odour. /
TMopowok 6Genoro ugeta ¢
XapaKTEPHbLIM 3aMaxoM.

XapaKTEPHBIM 3aTlaxoMm.

Complies

Complies /
CoorseTcTBYET

03 minutes 15 seconds

6.6

with | White  to

| Colourless solution with a characteristic |

Spquflcatlen / Hopma

off-white powder, with a
characteristic odor. / [lopowok ot Genoro
10 TIouTH OEf0TO UBETA, C KAPAKTEPHBIM |

3anaxom.

|

odor shall be observed, may have small!

0
1{5.8 to 7.8. /Ot 5,8 no 7,8.

amount of suspended particles. /
BecupeTHbIl  pacTBOp C XapaKTEpPHbIM

3anaxoM, C BO3MOXHBIM COJICpPXaHHEM
HeOONBLUOrO KONMHYECTBA  B3BELUEHHBIX
YyacTiy.

Color intensity of the solution does not
exceed color intensity of reference standard !
Bo. / Pacrsop nomxen ObITh Okpalien He
_6oJiee HHTEHCHBHO, YEM 3TaNOH By,

‘Not more than 5 min. / He Gonee 5 MitH.

Remarks : The Product confirms to ND/
IIpumeyanne: [Iponykr coorsercTByeT Tpebosanuam HJJ

Conclusion : APPROVED /
Jakmovyenne: OJOBPEHO

Prepared by / Ramakant

Ho,qromsnennl: \Lb
r%l ,;i g
\ z

Checked by / Pardeep Kumar

[1posepeno: (i/

Approved by: Manager/Executive / Manoj Kumar

Opobpeno: Meunemxep / Pykosonurens

Print Date /23.08.2022
Jara:

Print Date /23.08.2022
Jara:

Print Dale /23.08.2022
Hara:

Registered Office: 5-7-327, Road No. 7, Banjara Hills, Flydcrabad 50003 3, Telangan:

W Indic

Tel: +91 40 <1900 2200, fux: 4-”1 40 -4300 2989, Ernali: mailrarreddy. com
CIM: L85195AP19E4PLCO0A507

www.drraddys.com




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P,, 173 205, IND1A
Tel : +91 98166 56001-02

www.drreddys.com

CEPTHO®HUKAT AHAJIU3A

Product ‘_IBECWIIH“E;%:‘.SS (Ibuprofen+Pa“r;cwe-t"a-m-(-)-l)TEJ—owder for oral solution, 400 mg +325 mg o
Hponykr Ho6yxann® Dxenpece (ndynpoden + napaneramon), NOPOIIOK AN NPHIOTOBACHHS
: PACTBOPA AJIA MPHEMa BHYTPL, 400 Mr+325 mr o -
Batch No. / 1 V2201511 Batch Quantity / 1 1526220.00 units /
Cepusa Ne Odbem maprinu 1526220.00 enunny,
Analytical Report No. / : 890001608261 Date of Analysis / : 23.08.2022
AHANUTHYECKHH 0THeT Ne __|Aara anasm3a
Date of Manufacture / : July. 2022 Date of Expiry / : Jun. 2024
JaTa npoH3BOACTBA S I'opgen o o
Analysis performed according ND / Ananns nposenen no H/J: JIIT-007239-300721

Ne Test / IloxasaTeans | Result/ PesynnTaTsl ~ Specification / Hopma \

5 :[dentiﬁcation'/- IHopnuEHOCTD |
) by HPLC / BIXKX
- Ibuprofen / ubynpoghen

— Paracetamol / napayemamon

Complies /
CoOOTBETCTBYET

| BpEMeHaM

;""I‘Ié"i'etention times of the main peaks in the

chromatograms of test solutions should
correspond to those in the chromatograms of
reference  standards solution (Assay
section). / BpeMs ynep:xuBaHHWs OCHOBHbLIX
NHKOB Ha XPOMAaTOrpaMMax HCMBITYEMBIX
pacTBOpPOB  JIOMKHbI  COOTBETCTBOBATD
YAEpHHBAHHA
COOTBETCTBYIOLIMX OCHOBHbIX NHKOB Ha
XpoMartorpaMMax pacTBOpa CTaHAapTHBIX
obpasuor  (pazmen  «KonuuecTsenHoe
OnpeleNeHHe»).

B) by HPLC-UV / BXX-Y®
— Tbuprofen / uynpodhen

— Paracetamol / napayemamon

Complies /
CootBercTBYeET

ubynpodeHa 1 napaueramona.

When carrying out the "Assay" test, the
UV spectra of the test solutions should’
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoeefeHus  Tecta  «KosMuyecTBeHHOE
onpeaenenyey» Y®-CNeKTpbl HCOBITYEMBIX
pacTBOPOB AOJKHBI COOTBETCTBOBATL Y®-
CTIeKTpam CTaHAAPTHBIX pacTBOpoB

Remarks : The Product confirms to ND/
Ipumeuanne: [MpoaykT coorBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmoueane: QJIOGPEHO

Prepared by / Ramakant

[ToaroroBaeHo: W

Checked by / Pardeep Kumar

[TpoBepeno: QﬁA

e

Approved by: Manager/Executive / Manoj Kumar
Opnobpeno: Menemxep / PykoBoanTeNb

(! LU

Print Date /23.08.2022
Hara:

Print Date /23.08.2022
Hara:

Print Date /23.08.2022
Jlara:

Registered Office: £-2-237, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +81 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCOO4507

www.drreddys.com



Dr.Reddy’s ‘%.‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd
Formulation Unit-6

Vill, Kho!, Malagarh Read, Badudi,
Disti. Solen, H.P,, 173 205, IND|A
Tel : +91 88166 56001-02

CEPTHOHKAT AHAJM3A

www.drreddys.com

Product : Tbuclin Express (Ibuprofen+Paracctamol), powder for oral solution, 400 mg + 325 mg

MpoayxT Hoyraun® Dxrenpeec (ubynpodeit + mapaneramo), MNOPOLIOR JJs NPHI'OTOBJIEHNS

L ___pacTeopa AJg npHema BHyTpe, 400 Mr+325 mr -

Batch No. / : V2201511 | Batch Quantity / - 1526220.00 units /|
CEpHﬂ Ne Qonem NapTny 1526220.00 COIHIL
Analytical Report No. / : 890001608261 Date of Analysis / : 23.08.2022
AHaTMTHYECKHI 0TUeT No JlaTa aHanusa o

Date of Manufacture / : July. 2022 Date of Expiry / : Jun. 2024

JlaTa npon3BoACTBA Tonen o

Analysis performed according ND / Auajin3 npoBejeH no HJI;: JII1-007239-300721

No

- Test/ [lokasarens

6 Particle size / Pasmep yacTun

Result / PesyabTatsl
100 %

91 %

7 ‘Water/ Boaa

8 Related substances /
'PoacTBenHbIe NPUMeECH

e ibuprofen / udynpofen

5.3%

- paracetamol / napayemanrton

BDL (Disregard Arca 12218)

BDL

Below limit of Detection (LOD:
0.01%)

~'Not more than 8.0 % w/w. / He Gonee 8,0 %.

7 Specifiggfiaﬁ_mﬁ)ma
Particle size less than 2 mm — not less
than 95 %o; / HacTiu pazMepoM meHee 2 MM
— He meHee 95 %:;
Particle size less than 0.25 mm — not less
than 60 %. / yacTHL pa3Mepom MmeHee
0,25 MM — He Menee 60 %.

'Individual unidentified impurity - not more

BDL(Below Disregard area 8049) [Individual unidentified impurity - not more

than 0.15 %. / Eaunnyunas
HEMASHTH(GHUMPOBAHHAS NPHMECE - He
Gonee 0,15 %.

Total impurities - not more than 0.5%. /
Cymma npumeceit - He Gonee 0,5 %.

i]mpurity K - not more than 0.15%. /
[Mprmecs K - He donee 0,15 %.

ithan 0.10%. / EnnnnyHas
HCH,[[CHTHd)}‘ILLl-IPDBaHHaﬂ IIPHMECI: - HE

Remarks : The Product confirms to ND/
Ilpumeuanne: [IpoayxT cooTBeTcTBYET TpeboBaHusm HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Ramakant

[ToaroToBieHL A, | |1L\
J Qf
-

Checked by / Pardeep Kumar
[TpoBepeno:

~

Approved by: Manager/Executive / Manoj Kumar
Opnobpeno: Menemxkep / PykosoauTens

i

Print Date /23.08.2022
Jara:

Hara:

Print Date /23.08.2022

Print Date /23.08.2022
Hara:

Registered Office: 8-2-357, Road Mo 3 Eurjara Hills, Hyderabaa - 500034, Telan . ano, India
Tel: +91 30 4500 2900, Fan: +91 40 4500 295%, Email: miail@drreddys.com

CIM: L85195AP1983PLCO0AS0T
www.drreddys.com



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

CEPTHOHUKAT AHAJIIZA

www.drreddys.com

Erodu&_ : Ibuclin Express (ISlzﬁ})“i:o-i:e_l'l_+Paracetamnl), powder for oral solution, 400 mg + 325 mg i
prouym* HUoykaun® Ixenpece (ubynpoden + mapaieramon), HOPOMWOK QIS IPHTOTOBJIEHHS
pacTBopa Angd NpHeMa BHYTPb, 400 Mr+325 mr o
Batch No. / : V2201511 Batch Quantity / - 1526220.00 units / i
|Cepus Ne Obwbem napTuu 1526220.00 eminiy,
Analytical Report No. / : 890001608261 Date of Analysis / : 23.08.2022
AHanuTHYeCKHH OTyeT No o JaTa anasuza L
Date of Manufacture / : July. 2022 Date of Expiry / : Jun. 2024 i
JlaTa npoM3BoACTBA Togen jo
Analysis performed according ND / Auanuz nposegen no HJI: JIIT-007239-300721
Ne [ Test/Ilokasatens ‘Result / PesynbraTer | ~ Specification / Hopma
1 T BDL Gonee 0,10 %. - i
Total impurities - not more than 0.5%. /
CymMma npumeceii - He 6onee 0,5 %.
| 9 |Uniformity of dosage units /
i OaHOpoAHOCTH JO3HPOBAHUS
- tbuprofen / ubynpogen 3.2 Acceptance value (AV) should not be more
| than 15.0. / ITlokazaTens npuemMaeMocTy
(AV) npomxeH bbiTh He Bonee 15,0.
J Acceptance value (AV) should not be more |
- paracetamol / napauemamon >0 than 15.0. / TTokazaTens npuemmnemocTy
| - | (AV) nomxen 6biTe He Honee 15,0.
10 | Microbial limits / -
Muxpoduosoruyeckas 4ucToTa NIL CFU/g 1a) Total aerobic microbial count - not more
‘than 1000 CFU/g. /
{O61wee yneno a3pobHbLIX MHKPOOPIraHH3MOB |
; - He Gonee 1000 KOE/. |
: b) Total combined yeasts and mould - not
i HILEELE i’umre than 100 CFU/g. /
{O0uwee uMcno APOXOKEBBIX M MJICCHEBBIX
rpiGos - He 6onee 100 KOE/T. 3
Absent ic) Escherichia coli - shall be absent per 1 g./
[Escherichia coli - orcyTcTBHE B I T

Remarks : The Product confirms to ND/

IIpumeuanue: [IpoaykT cooTBeTcTBYET Tpebopanuam H]T

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / Ramakant

TToaroToBneHg i ‘9

Checked by / Pardeep Kumar
[poBepeno:

=L

Approved by: Manager/Executive / Manoj Kumar
Opobpeno: Mexemxep / PykoBomutens

Print Date /23.08.2022

Jara: Jara:

Print Date /23.08.2022

Print Date /23.08.2022
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4500 2900, Fax: +91 40 4900 2999, Email: mail@drreddys com

CIN: L85195AP1984PLCO04507
www.drreddys.com



Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

Dr. Redady's Laboratories Lid.
Formulation Unit-6

Vill. ikhcl, Nalagarh Road, Badd:,
Distt, Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02

CEPTHOHUKAT AHAJIHM3A

www.drreddys.com

Ibuclin Express (Ibup%f_e;}_ﬂ’aracerjm_m_l“):powder for orggmtion, 4(}(3ﬁmg 4:32"'»Eg -

Product :

Mpoaykr I/I(’Jymmu*' Ixrenpece (nGynpodeH + napaneTamMo.n), NopooK s NPUrOTORIEH NS

L __pacTBOpA ANS IPHEMA BHYTPh, 400 mr+325 mr . o
Batch No. / : V2201511 Batch Quantity / : 1526220.00 units /
|Cepusi Ne Odbem napran 1526220.00 eniniin
Analytical Report No. / : 890001608261 Date of Analysis / : 23.08.2022
AnajguTuueckuii oruer Ne 3 JaTa anasuza 3 e
{Date of Manufacture / : July. 2022 Date of Expiry / : Jun. 2024

Jara npoussojcTsa Topen mo

Analysis performed according ND / Amaans ﬂp(;EEJZIEH no HJI: JIT1-007239-300721

11 | Assay /  Konmuuecrsenmoe|
|onpepenenye
- ibuprofen / udbynpodghen 398.8 mg (99.7 %)

398.8 Mr (99.7 %)

|

325.3 mg (100.1%)
325.3 Mr (100.1%)

- paracetamol / napayentamon

3600 mg to 440.0 mg of C.:H;y0s
.(ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 mr o 440,0 Mr
{CisHis02  (wbynpoden) (ot 90,0 % a0
1110,0 % oT HOMKHANBHOTO coaepkania) B
|OJIHOM NakeTHKe.

12925 mg to 357.5 mg of CsH,NO-

| (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 10 357,5 Mr!
CyHoNO» (napaueramon) (ot 90,0 % no
110,0 % oT HOMHHaNBHOTO COAEpPKAHHS) B |
OJJHOM NaKeTHKe.

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTBeTCTBYET Tpebosanusm H]T

Conclusion : APPROVED /
3aknoyenne: OJJOGPEHO

Prepared by / Ramakant Checked by / Pardeep Kumar

IoarotoeneHo: [TporepeHo: "
”:LL.—F"
< -~

Approved by: Manager/Executive / Manoj Kumar
Onobpexo: Menemxep / PykoBoanTenb

Print Date /23.08.2022
Hara:

Print Date /23.08.2022
Hara:

Print Date /23.08.2022
Jara:

Registered Office: §-2-237, Road Ne. 3, Eanjara Hillz, Hyderabad - S03032, Telzn= g indin

Tel: +91 40 4900 2900, Fax: +91 40 3900 2993, Emai

L mail@drreddy com

CIN: LB5195AP1984RLCO04507

www.drreddys.cont



Dr.Reddy’s Q’:'

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Dr. Redudy's Laboratories Ltd.

Formulation Unit-6

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

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg

IIponykTr Hdyknun® Ixenpece (nbynpoden + napaueramon), NMOPOUIOK JAJIA NPUTOTOBJICHUH
pacTBopa A NDHEMA BHYTDPL, 400 Mr+325 wr o 7

Batch No. / : V2201511 Batch Quantity / : 1526220.00 units /

Cepusa Ne Obbem nmapTinn 1526220.00 egnuiiy,

Analytical Report No. / : 890001608261 Date of Analysis / : 23.08.2022

AHAJTHTHYECKHHA oTueT Noo Hata ananusa

Date of Manufacture / : July. 2022 Date of Expiry/ + Jun. 2024

JaTa npou3BojcTBa I'oaen po

Analysis performed according ND / Ananus npoeeaen no HII: JITI-007239-300721

14 ' Storage conditions /
XpaHeHHe

13 'Labeling / Mapkuposka

15 Shelf life / Cpok roanoctu

5 ginasachet of a combination |5 g in a sachet of a combination material

material
paper/LDPE/aluminum

(laminated | (laminated

paper/LDPE/aluminum
foill/LDPE). 6 or 9 sachets and paticnt

foil/LDPE). 9 sachets and information leaflet in carton pack./ITo 5rs

| patient information leaflel in naketike u3
|carton pack. / Tlo 5 r B Marepuana

nakeTHKe
KOMOHHMPOBAHHOTO

NaKeTHKOB BMeEcCTe
WHCTpYKUMWEH
NPUMEHEHHIO B
KapTOHHYIO.

Store below 25 °C. / Tpu TemnepaType He Bhiwe 25 °C. - ‘

Martepuana (NamuHUPOBAHHAA | BMECTE C MHCTPYKLMCH [0 NPUMEHEHWIO B
6ymara/TISHIT/antomnnnesas | nauky KapTOHHYHO.
tonsra/I[I12HII). Ilo

KOMOHHNPOBAHHOTO |

(namunupoBaHHas
u3 bymara/TIDHI/anomuruesas

donera/TI3HIT). ITo 6 wiu 9 nakerTHkos

9.

C

no
nayky

According to ND. / B coorsetctiuu ¢ HJIL.

2 years. / 2 roaa.

Remarks : The Product confirms to ND/
Ilpumeyanne: ITpogykT cooTBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3axmouenne: OJJIOBPEHO

Prepared by / Ramakant

[ToprorosneHo:

Checked by / Pardeep Kumar

ITpoBepeHo: Ci,,_

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Mexemxkep / Pykosoanteis

Print Date /23.08.2022
Jara:

Print Date /23.08.2022
Hara:

Print Date /23.08.2022
Jara:

Registered Office: 8-2-337, Road MNo. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +81 40 4900 2999, Email: maii@drreddvs.com
CIN: L85195AP1984PLCOCA507

www.drreddys.com




