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

CEPTUPUKAT AHAJIN3A

Tel : +91 98166 56001-02

[Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral soMYtA 406 ¥hEM325 mg
IpoaykTr Ho6ykaun® Dxenpece (nGynpoden + napaueramot), HOPOWOK s NPUTOTOBJIEHAS
pacTBopa Ajs npHeMa BHyTpb, 400 mr+325 mr
Batch No. / : V2102007 Batch Quantity / : 17580.000 units /
Cepusa Ne O6beM napTun C/HHHL
Analytical Report No. / : 890001557376 Date of Analysis / : 10.12.2021
AHaauTHYecKHii oTyeT No JlaTa anayun3a
Date of Manufacture / : Nov. 2021 Date of Expiry/ : Oct. 2023
JlaTa npoH3BOACTBA Togen ao
Analysis performed according ND / Auayn3 nposegen mo HJI: JIII-007239-300721
No | Test / IlokazaTenn Result / PesyabTathl Specification / Hopma
1 |Description / Onucanue ' White powder, with [White to off-white powder, with a
| characteristic odor. /| characteristic odor. / Ilopowiok oT 6enoro
Iopoiok 6esoro LBeTa €| IO NMOYTH OENOro LBETA, C XapaKTEPHbIM
XapakTepHbIM 3aMaxoM. 3aMaxoM.
XapaKTEePHBIM 3aM1ax0M.
2 | Reconstituted solution / Complies Colourless solution with a characteristic
BoccTaHoB/IeHHDBIH pacTBOp odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue BecuBeTHBI pacTBOp € XapakTEPHBIM
3alaxoM, ¢ BO3MOXHBIM COJiepyKaHUEM
HeGONBIUIOr0 KOJIMYECTBA  B3BEIICHHBIX
- - - JaCTHIL. B
e Test / Iloka3aTen ~ Result/ Pe3yabTathl Specification / Hopma
- Color of the solution / Complies / |Color intensity of the solution does not
UGEMHOCHb COOTBETCTBYET exceed color intensity of reference standard
Bo. / PacTBOp momxkeH OBITh OKpalleH HE
6oJiee HHTEHCHBHO, YeM 3TaJIoH Bo.
3 |Dissolution time / 45 seconds Not more than 5 min. / He 6onee 5 Mun.
Bpemsi pacTBOpeHHUS o
4 |pH of solution / pH pacTBOpa 6.6 5.8t07.8./0t15,8 no 7,8.

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

IIpumeuanne: ITpofyKkT cooTBETCTBYET TpeOoBanusM HJI 3axaouenne: OJJOBPEHO

Prepared by / Santosh Kumar | Checked by / Anil Kumar Approved by: Manager/Executive / Pawan Kumar
[TogrorosneHo: wy < [TpoBepeHo: Ono6peno: Menemxep / PykoBoguTens

Print Date /20.12.2021 Print Date /20.12.2021 Print Date /20.12.2021

JlaTa: Jara: JHarta:

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: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qe
Dr. Reddy,s ‘.... Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
CERTIFICATE OF ANALYSIS  pjstt. Solan, H.P., 173 205, INDIA

CEPTUOHUKAT AHAJIM3A  1e| : +91 98166 56001-02

Product : Ibuclin Express (IbuprofentParacetamol), powder for oral softtf¥of 06 ma°"325 mg
Mpoayxr : Woykann® Ixenpece (ubynpoden + napaneramo), HOPOMIOK I8 HPHTOTOBICHHS
pACTBOpA /I nNpHeMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2102007 Batch Quantity / : 17580.000 units /
Cepus Ne Oo6bem maprun €IUHUL
Analytical Report No. / : 890001557376 Date of Analysis / : 10.12.2021
AHajguTHYecKHi oTyeT No Hata anaauza

Date of Manufacture / : Nov. 2021 Date of Expiry / : Oct. 2023

JlaTa npou3BOACTBA T'onen no

Analysis performed according ND / Ananu3 nposegen o HJI: JIII-007239-300721

Ne Test / Iloka3aTenn Result / PesynbTaTs! ' Specification / Hopma

5 [Identification / IToquaHOCTE The retention times of the main peaks in the
chromatograms of test solutions should
4) G HEECYBOHCK correspond to those in the chromatograms of
— Ibuprofen / ubynpodgpen Complies / 'reference  standards solution (Assay
CoOOTBETCTBYET section). / BpeMsi yJiepXUBaHUsI OCHOBHbBIX
~ Paracetamol / napayemamon MUKOB Ha XPOMAaTOTPaMMax HCIBITYEMBIX
pacTBOPOB  JIOJDKHBI  COOTBETCTBOBATh
BpeMeHaM yIep>KUBaHUS
' COOTBETCTBYIOLIMX OCHOBHBIX IHMKOB Ha
I XpoMmarorpamMmax pacTBopa CTaHAAPTHBIX
obpastioB  (pazpen  «KonwuecTBeHHOE

ONpe/ieNIEHUER). - L
B) by HPLC-UV / BOXKX-Y® ' When carrying out the "Assay" test, the
UV spectra of the test solutions should
B L g T Complies / correspond to those of ibuprofen and
— Paracetamol / napayemamon | CoOTBETCTBYET paracetamol standard solutions. / Ilpm

npoBeaeHud  Tecta  «KoJdUyecTBeHHOE
| onpeaeneHue» Y D-CneKTpbl UCIBITYEMBIX
: PacTBOPOB JOKHBI COOTBETCTBOBATE Y D-
I CIEKTPam CTaHJApPTHBIX pacTBOpOB
| nbynpodena u napaueramona.

6 |Particle size / Pazmep yacTun [ 100 % Particle size less than 2 mm — not less
‘ than 95 %; / Yactui pa3mepoM MeHee 2 MM
| — He MeHee 95 %,
97 % | Particle size less than 0.25 mm —not less
\than 60 %. / yacTu1 pasMepoM MeHee
0,25 MM — He MeHee 60 %.
| [
| |
| I |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [TpoayKkT cooTBeTCTBYET TpeboBanusM H]T 3akaouenne: OJIOBPEHO
Prepared by / Santosh Kumar | Checked by / Anil Kumar Approved by: Manager/Executive / Pawan Kumar
[ToarororneHo: ;Z.&m ©fc IMposepeHo: Onobpeno: Meunemxep / PykoBoautesns
s (s 9
Print Date /20.12.2021 Print Date /20.12.2021 Print Date /20.12.2021 ;
Hara: Mara: Jara:

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: L85195AP1984PLC0O04507
www.drreddys.com
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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

CEPTUOUKAT AHAJIN3A

Tel : +91 98166 56001-02

7 |Water / Boaa B

4.7%

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral soMY(IoA! 400 nE2M325 mg
IMpoaykr Moykaun "’ Irenpece (udynpoden + napaneramol), HOPOMOK AJs IPHTOTOBICHHS
pacTBopa AJs npuemMa BHYTpPb, 400 mr+325 mr

Batch No. / : V2102007 Batch Quantity / : 17580.000 units /
Cepus Ne O6beM napTuu eJMHHULL
Analytical Report No. / : 890001557376 Date of Analysis / : 10.12.2021
AHanuTHYECKHH 0T4eT No JlaTa anajun3a
Date of Manufacture / : Nov. 2021 Date of Expiry / : Oct. 2023
JaTta npou3BoacTBa Topen no ]
Analysis performed according ND / Anasnuz nposexen mo HJI: JIIT-007239-300721

Ne | Test / TlokazaTesn Result / Pe3ybTaTh! Specification / Hopma

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

8 |Related substances /

PoacrBeHHbBIE npuMecH

- ibuprofen / ubynpodghen

!- paracetamol / napauemamon

Less than LOQ (0.04 %)

Less than LOQ (0.04 %)

BDL (disregard area 6469)

BDL (disregard area 6469)

BDL

Individual unidentified impurity - not more
than 0.15 %. / Eaynudnas
HeUAEHTHGHIIHPOBAHHAS IPUMECH - HE
6onee 0,15 %.

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

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

Individual unidentified impurity - not more
than 0.10%. / ExunnyHas
HeUJeHTHGUIUPOBaHHAS IPUMECH - HE
oonee 0,10 %.

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

- ibuprofen / ubynpodpen

9 |Uniformity of dosage units /

OaHOPOAHOCTH AO3HPOBAHHUS

- paracetamol / napayemamon

1.0

14

Acceptance value (AV) should not be more
than 15.0. / Ilokazartenb npueMiaeMoCTH
(AV) nomxeH 6b1Th He bonee 15,0.

Acceptance value (AV) should not be more
than 15.0. / Ilokazatens DIpUeMIEMOCTH

(AV) nomxen 6biTh HE Gonee 15,0.

Remarks : The Product confirms to ND/
Mpumeyanue: [IpoaykT cootBeTcTBYET Tpeboanusam HJT

Conclusion : APPROVED /
Zakmrouenne: OJJOBPEHO

Prepared by / Santosh Kumar

[ToaroToBEHO: @“u S

Checked by / Anil Kumar
[Tposepeno:

A

Approved by: Manager/Executive / Pawan Kumar
Ono6peno: Mernemxkep / PykoBonutens

2

Print Date /20.12.2021
Jara:

Jara:

Print Date /20.12.2021

Jara:

Print Date /20.12.2021

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,

CERTIFICATE OF ANALYSIS  pigtt solan, H.P, 173 205, INDIA
CEPTUOUKAT AHAJIN3A  1q; 491 98166 56001-02

Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral sol(HI¥RT O ¥ag 325 mg

IIpoaykTr Uoyxaun® Dxcnpece (uGynpoden + mapaneramoli), NOPOIIOK sl IPUTOTOBJICHHUSI
pacTBOpa AJiA npueMa BHYTpPb, 400 mr+325 mr

Batch No. / : V2102007 Batch Quantity / : 17580.000 units /

Cepus Ne O6bem nnapTun eqMHUL

Analytical Report No. / : 890001557376 Date of Analysis / : 10.12.2021

AHanuTHYeCKHii oTyeT No JlaTa ananusa

Date of Manufacture / : Nov. 2021 Date of Expiry / : Oct. 2023

JlaTa Npou3BOJACTBA TI'onen no

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

Ne Test / Iloka3zatenn __ Result / PesyabTaTthl |
10 | Microbial limits /|
Muxpobuosnorudyeckas yucrora |NIL CFU/g
INIL CFU/g
Absent
11 | Assay / KoandecTBeHnoe
onpejaeeHne
- ibuprofen / ubynpogen 393.8 mg (98:5%)
393.8 mr (98.5%)
~ paracetamol / napayemamon 323.8 mg (99.6%) /
323.8 mr (99.6%)

Specification / Hopma

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

O611ee YHCo adpoOHBIX MUKPOOPTraHU3MOB
- He Gonee 1000 KOE/T.

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

OO0lLee YUCIIO JIPOMNOKEBBIX M IJIECHEBBIX
rpu6oB - He Gonee 100 KOE/T.

c) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyrcTBHE B 1 T.

[360.0 mg to 440.0 mg of C;3HisO:
| (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 Mr
Ci3Hi3s02 (ubynpoden) (ot 90,0 % nmo
110,0 % oT HOMUHAJIBHOIO COAEPXKAHUs) B
OJTHOM ITaKETHKE.

2925 mg to 3575 mg of CsHoNO:
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 1o 357,5 Mr
CsHgNO; (mapaueramon) (ot 90,0 % 1o
110,0 % OT HOMHHANBLHOI'O COAEKAHHS) B
OJITHOM MaKETHKE.

Remarks : The Product confirms to ND/
Ipumeyanne: [IponykT coorBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Santosh Kumar | Checked by / Anil Kumar Approved by: Manager/Executive / Pawan Kumar
[ToarotorneHo: W ITposepeno: y, Onobpeno: Menemxep / PykoBoaureis

Print Date /20.12.2021 Print Date /20.12.2021 Print Date /20.12.2021

Jlara: JHara: Jara:

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 ‘,‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,

CEPTUOUKAT AHAJIN3A

Distt. Solan, H.P.,, 173 205, INDIA
Tel : +91 98166 56001-02

Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral sONVVGAI FO0 ¥RECF325 mg
IIpoaykTr H6ykann® Dxenpece (uGynpoden + napaueramot), NOPOLIOK AJIsi IPUTOTOBJIEHUS
pacTBopa AJs NpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2102007 Batch Quantity / : 17580.000 units /
Cepus Ne Ob6bem napTum eHHHIL
Analytical Report No. / : 890001557376 Date of Analysis / : 10.12.2021
AHaanTHdeckuii oTyer Ne JlaTa apanuza
Date of Manufacture / : Nov. 2021 Date of Expiry / : Oct. 2023
JaTa npou3BoacTBa T'ogen no
Analysis performed according ND / Ananu3s nposegen no HJL: JII1-007239-300721
Ne Test / Iloka3zaTenb Result / PesyabTaThl Specification / Hopma
12 |Package / YnakoBKka 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). 9 sachets and | information leaflet in carton pack./Ilo5SrB
patient information leaflet in|makeTuke u3 KOMOHHMpPOBAHHOTO
carton pack. / Tlo 5 r B|marepuana (laMUHMpOBaHHAs
naxKeThke u3 | 6ymara/[I9HI/amomunuesas
KOMOWHUPOBAHHOIO donera/IIOHIT). ITo 6 nnn 9 nakeTHKOB
Marepana (JaMUHMPOBaHHAs | BMECTE C MHCTPYKLHEN 1O NMPUMEHEHHUIO B
6ymara/[I9HI1/amomuHneBas | nauky KapTOHHYIO.
donwra/I[IOHIT). ITo 9
MaKeTHKOB BMECTE c
HHCTPYKLUEH o
MPHMEHEHHIO B nayKy
KapTOHHYIO.
13 |Labeling / MapkupoBka | According to ND. / B cooterctauu ¢ H]I,
14 |Storage conditions / | Store below 25 °C. / ITpu Temnepatype He Bbiie 25 °C.
XpaHnenue
15 [Shelflife / Cpok roguocTu 2 years. / 2 rozia.

Remarks : The Product confirms to ND/

ITpumeuanue: [IponyxT coOoTBETCTBYeET TpeboBaHusM H]I

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Santosh Kumar

Honroromeﬂow

Checked by / Anil Kumar

IlpoBepeHo: ;

Approved by: Manager/Executive / Pawan Kumar
Opnobpeno: Menenxep / PykoBoautens

A

Print Date /20.12.2021

Hara: Hara:

Print Date /20.12.2021

Jlara:

Print Date /20.12.2021

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
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