Qe Dr. Reddy's Laboratories Ltd.
/ “. Formulation Unit-6
Dr. Reddy S Ne Vill. khol, Nalagarh Road, Badd,
Distt. Solan, H.P.,, 173 205, iNDIA

CERTIFICATE OF ANALYSIS Tel:+9158166 56001-02
CEPTUDUKAT AHAJIM3A  Www.drreddys.com

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Npoaykr : Hoyxaun® Ixenpece (ndynpoden + napaneramoJ), NOPOUIOK AJst MPHUTOTOBJIEH NS
pacTBOpA /iist npHeMa BHYTPL, 400 mr+325 mr - |

Batch No. / : V2201952 Batch Quantity / : 251490.00 units /

Cepus No Odrem napruu 251490.00 egunny,
Analytical Report No. / : 890001615859 Date of Analysis / : 24.09.2022
|AnanaTudecKui oT4eT No _|[JarTa ananusza

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

Jdara npouszBojacTea Tonen no

Analysis performed according ND / Ananu3 nposegen no HJI: JIT1-007239-300721

Ne | Test/Hokasatems ~ Result/ PesyabTaTsi Specification / Hopma
1 | Description / Onucaumne White powder, with| White to off-white powder, with a
characteristic odour. /| characteristic odor. / [lopowok or 6enoro
[Topowok 6Genoro usera c¢| A0 mMouTH GeNOro UBETa, C xapaKTepr1M|
XapaKTepHbIM 3aNaxom. 3anaxom.
XapaKTEPHBIM 3ar1axoM.
. = I | o
2 | Reconstituted solution / Complies | Colourless solution with a characteristic
BoccTaHOB/IEHHBIH pacTBOp odor shall be observed, may have small |
amount of suspended particles. /
- appearance / OrRUCaHUe becLBeTHbIl  pacTBOp € XapakTepHbIM
3aMaxoM, C BO3MOXHBIM COJAEPIKaHHEM
HeOOJIBbIIOrO  KOJMYECTBA  B3BEILEHHBIX
] ‘ yacTuu,
- Color of the solution / Complies / Color intensity of the solution does not
UGEHIHOCHIb CootBercTBYeT exceed color intensity of reference standard
By. / PacTBop nomkeH OBITh OKpallieH He
| ] 6oJiee HHTEHCHBHO, 4eM 3TalloH Bo.
3 |Dissolution time / | 01 minute 12 seconds Not more than 5 min. / He 6onee 5 mun.
| Bpems pacTtBopeHns |
‘ 4 ‘pH of solution / pH pacTtBopa 6.6 5.8t07.8./0T15,8 no7,8.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoaykT coorseTcTBYET TpeboBaHuaM HJT 3akmwuenue: OJOBPEHO
Prepared by / Naresh Kumar Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
ITonrorosneno: IIpoBepeHo: ; Onobpeno: Menemkep / Pykosoanrens
7 N o
< = \ }EQJ-:._-H
Print Date /24.09.2022 Print Date /24.09.2022 Print Date /24.09.2022
Jara: JHara: Hara:

Registered Office: 8-2-337, Road o, 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drraddys.com
CIN: £L85195AP1984PLCO0O4507

www.drieddys.com
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NPOH3IBOICTEA

INogen o

Analysis performed according ND / Anaaus nposegen no HJL: JIII-007239-300721

CEPTH®UKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), pow der for oral solution, 400 mg + - 325 mo ]
IpoaykTr Uoyxaun® Ixenpece (udynpoden + napaueramoun), HOPOMIOK 1/ NPUTOTOBJIEH HSI

PACTBOPA /LIt IPHEMA BHYTPL, 400 Mr+325 mr |
Batch No. / : V2201952 |Batch Quantity / : 251490.00 units /
Cepua Ne O0bem mapTuu 251490.00 eqnHiy
Analytical Report No. / : 890001615859 Date of Analysis / : 24.09.2022
AHaanTHYecKHH oTdeT Ne JlaTa ananusza
Date of Manufacture / : Aug. 2022 Date of Expiry / : July. 2024

N |

Test / IlokazaTesib

5 [Identification / HOI[J'IHHHOCT_L

) by HPLC / BOJKX

~ JIbuprofen / ubynpodhen

— Paracetamol / napayemamon

Result / Pe3@"r_an>l

Complies /
CooTBeTcTBYET

Spccmcalmn / Hopma

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). / Bpems ynepxuBaHus OCHOBHbIX
NMYKOB Ha XpOMarorpammax HCHbITYeMbIX
pacTBOpoB  JO/KHLI  COOTBETCTBOBATH
BpeMeHaM YAepPXKHUBaHUs
COOTBETCTBYIOLIMX OCHOBHBIX TWKOB Ha
XpoMaTorpaMmax pacTBopa CTaHAAPTHBIX
obpazuor  (pasmen  «KomudecTBeHHoe
OMpeaenesney).

B) by HPLC-UV / BOJKX-Y @
— Ibuprofen / ubynpogen

— Paracetamol / napayemamon

Complies /
CootBercTBYyET

When carrying out the "Assay" test, the
UV spectra of the test solutions should
‘correspond to those of ibuprofen and
paracetamol standard solutions. / Tlpu
nposeleHuH  Tecta  «KonuuecTBeHHoe
onpeneneHne» YO-CNeKTpbl HCIHBITYEMbIX
pacTBOPOB [O/DKHBI COOTBETCTBOBATL Yd-
CieKTpam CTaH/IapTHBIX pacTBopoB
ubynpodeHa 1 napaleramona.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanne: Ipoaykr cooTBercTBYET TpebopanmsM HJJ 3akaouenue: OJJOSPEHO
Prepared by / Naresh Kumar | Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
ITonrorosneno: I1posepeHo: ) Onobpeno: Menemkep / PykoBoauTeNb

u h ™ : ’} il

B !Z_‘h_u ;;i-.{_‘:i_(_

Print Date /24.09.2022 Print Date /24.09.2022 Print Date /24.09.2022
Jara: Hara: Hara:

Registered Office: 8-2-327, Road No. 3, Banjara Hills,
Te!: +91 40 4900 2900, Fa): +91

CIN: L85195AP1984PLCCN4507
wwvi.dlraddys.com

Hyderabad - 500034, Telanzang,
40 490C 2929, Email: maii@drreanys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddii,
Distt. Solan, H.P., 173 205, INDIA
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CEPTUDOHUKAT AHAJIU3A
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Ibuclin Express (lbuprofen+Para-ceta_mol), powder for oral_solution, 400 mg + 325 mg_

Jara npousBoacTBa

Tonen no

Product

IIpoaykT Hoykaun® Ikenpece (udynpodeH + napaueramodt), OPOLIOK A IPUIOTOBJIEHUs

| pacTBopa Ais npdemMa BHYTpb, 400 mr+325 mr

Batch No. / : V2201952 Batch Quantity / : 251490.00 units /

Cepus Ne O6bem napTuu 251490.00 equnnn
Analytical Report No. / : 890001615859 Date of Analysis / ¢ 24.09.2022
Anaauruyeckuii oruer No JaTta ananuza ]
Date of Manufacture / : Aug. 2022 Date of Expiry / : July. 2024

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

Poacreennbie NPpHMECH

- ibuprofen / ubynpogen

- paracetamol / napayemamon
0.01%)

L |

Less than LOQ (LOQ:

Less than LOQ

Below limit of Detection (LOD:

BDL(Below Disregard area 7969)

0.04%) |Individual unidentified impurity - not more
than 0.15 %. / Eauauynas
HeHAeHTUhULIUPOBaHHAS IPUMECEH ~ HE
6ouee 0,15 %.

Total impurities - not more than 0.5%. /

CymMa npumeceit - ve 6onee 0,5 %.

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

Individual unidentified impurity - not more
than 0.10%. / EnunuyHas
HeHAeHTH(HILIIPOBAHHAS TTPUMEC - He

Ne Test / IlokazaTenn Result / Pe3yabTaTbl | ~ Specification / Hop_nia_ - ‘
6 |Particle size / Pazmep uacrui ' 100 % Particle size less than 2 mm — not less
than 95 %; / Yactuy pasmepoM Menee 2 MM
— He MeHee 95 %,
94 % Particle size less than 0.25 mm — not less
than 60 %. / yacTnu, pasmepom MeHee
0,25 MM — He MeHee 60 %.
B ‘:Wate; / Boaa 5.0% Not more than 8.0 % w/w. / He Gonee 8,0 %.
8 |Related substances /

Remarks : The Product confirms to ND/
IIpumeuanne: [TponykT coorBeTCTBYET TpeGopanuam HJI

Conclusion : APPROVED /
3axmouenne: OJOBEPEHO

Prepared by / Naresh Kumar Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
[loarorosneHo: ] [Ipoepeno: i Onobpeno: Meneaxep / Pqu_n_agmnepn;
@ f\_lv[»—ﬁ—* ,_‘(*p,‘,{;u-u \ J 4
Print Date /24.09.2022 Print Date /24.09.2022 Print Date /24.09.2022
Jara: Hara: Hara:

Registered Office: 8-2-237, Read No. 3, Banjara Hills, Hyderabad - 500034, Telanzzin .,

Indiz

Tel: +91 40 4900 2900, Fay: +91 40 4900 2929, Email: mail@drraddys.corm
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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
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CEPTUDOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg -
IIpoaykt Uoyxmnn® Ixenpece (ubynpoden + napaueramo), NOPOWIOK AN IPHTOTOBJIEHUS
pacTBOpa AJsi ipueMa BHyTpb, 400 Mr+325 mr
Batch No. / : V2201952 Batch Quantity / : 251490.00 units /
Cepus Ne O6bem napruu 251490.00 enunmv,
Analytical Report No. / : 890001615859 Date of Analysis / : 24.09.2022
|AHAIHTHYEeCKHH oTYeT No Hata ananuza
Date of Manufacture / : Aug. 2022 Date of Expiry / : July. 2024
Jdara nponssBojcTBa I'ogen no
Analysis performed according ND / Ananu3s nposegen no HJI: JII1-007239-300721
Ne |  Test/lokazarenn Result / Pe3yabTaThbl Specification / Hopma R
- | Below Disregard Limit Gonee 0,10 %. N
Total impurities - not more than 0.5%. /
CyMmMa npumeceii - He 6onee 0,5 %.
9 |Uniformity of dosage units /
OaHOpOIHOCTL AO3MPOBAHMS
- ibuprofen / udynpodghen 2.8 Acceptance value (AV) should not be more
than 15.0. / [lokasaTens npuemMaemMocTu
(AV) nomxeH ObiTh He Gonee 15,0.
N 26 ' Acceptance value (AV) should not be more
| than 15.0. / [lokazartenb pueMaeMoOCTH
_ (AV) nonmxed 6bITh He 6onee 15,0.
10 | Microbial limits / ’
Mukpo6Hnonornyeckas YHCTOT2 NIL CFU/g a) Total aerobic microbial count - not more
than 1000 CFU/g. /
[OB1ee uKcno a3pobHBIX MUKPOOPTaHU3MOB
- He 6onee 1000 KOE/T.
b) Total combined yeasts and mould - not |
N CROlE more than 100 CFU/g. / .
OO0wiee yUCNO JPONOKEBBIX M IJIECHEBBIX
rpibos - He 6onee 100 KOE/T.
Absent ¢) Escherichia coli - shall be absent per 1 g./

Escherichia coli - orcyTcTBUe B 1 T.

Remarks : The Product confirms to ND/

IIpumeyanne: [Ipoaykr coorBercTByeT TpeboBanusam HJL

Conclusion : APPROVED /
3axawuenue: OJOBPEHO

Prepared by / Naresh Kumar
TToarorosneHo:
@

——

Checked by / Pardeep Kumar

IIpoeepeHo: c\f_/

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menemkep / Pykosoanrens

brtreond
i

Print Date /24.09.2022

Jara: Jara:

Print Date /24.09.2022

Print Date /24.09.2022
Hara:

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

CIN: LB5195AP1984PLCO04507
wesnsdrraddye.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CEPTHOHKAT AHAJIM3A

www.drreddys.com

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr HUo6ykanu® Ixenpece (ubynpoden + napaueramol), NOPOUIOK ISl NPHIOTOBJIEHUS

pacTeopa 1ast npuemMa BHYTpL, 400 mr+325 mr
Batch No. / : V2201952 Batch Quantity / : 251490.00 units /
|Cepust Ne Oobem naprin 251490.00 equnnig
Analytical Report No. / : 890001615859 Date of Analysis / : 24.09.2022
|AHaiuTHYecKnii oTyer Ne Jara ananusa N
Date of Manufacture / : Aug. 2022 Date of Expiry / : July. 2024 n
Jdata npoussojicrea I'ogeH no

Analysis performed according ND / Auanus nposenen no HJI: JITI-007239-300721

11 | Assay / Konnuecrsennoe
onpejejieHHe

- ibuprofen / ubynpoden

- paracetamol / napayemason

401.3 mg (100.3 %)
401.3 mr (100.3 %)

327.9 mg (100.9%)
327.9 mr (100.9%)

360.0 mg to 440.0 mg of C;3His0-
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr 10 440,0 mMr
CisHis02  (nbynpoden) (ot 90,0 % no
110,0 % oT HOMUHANBHOrO conepkaHiis) B
OJTHOM TIaKETHKE.

2925 mg to 357.5 mg of CsHoNO»
(paracetamol) (90.0 % to 110.0 % of label
| claim) per sachet. / Ot 292,5 mr 10 357,5 mMr
CsHoNO: (mapaueramon) (ot 90,0 % no
110,0 % OT HOMUHAJILHOTO COAEp)KaHHs) B
OJIHOM TaKeTHKeE.

Remarks : The Product confirms to ND/

ITpumeuanne: INpoaykr coorsercrayer Tpe6opanusaM HJT

Conclusion : APPROVED /
3akmouenue: ONOBPEHO

Prepared by / Naresh Kumar

IMoarorosseHo:
3

Checked by / Pardeep Kumar
IIposepeno:

=L —

=

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menemxep / PykosoauTens

Print Date /24.09.2022
Hara:

Hara:

Print Date /24.09.2022

Hara:

Print Date /24.09.2022

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: L85195A4P1984PLC0O04507
www.drreddys.com




@
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories itd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Soian, H.P., 173 205, INDIA
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CEPTHOHKAT AHAJIHI3A

Ibuclin Exﬁ:s_s (Ibuprofen+Paracetamol), powder for oral sollﬂio_n, 400 mg + 325 mg_

Product
Ipoaykr Uoykanu® Drenpece (udynpoden + napaueramou), MOPOUIOK AJIs IPUTOTOBICH HSI
pacTBOpa Anst HpHemMa BHYTpb, 400 Mr+325 mr

(Batch No. / : V2201952 Batch Quantity / : 251490.00 units /

Cepusg Ne O0nem maprin 251490.00 ennnnu. |
Analytical Report No. / : 890001615859 Date of Analysis / : 24.09.2022 -
AnannTHyecKHii oTyeT No Jarta anainza -

Date of Manufacture / : Aug. 2022 Date of Expiry / ¢ July. 2024 -
Agm MPOH3BOACTBA T'onen jio

Analysis performed according ND / Anasns nposegen no HJ/1: JITI-007239-300721

‘ 12 | Package / YmakoBka
|

5 gin asachet of a combination

material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and

|patient information leaflet in
carton pack. / Ilo 5 r B
nakeTuKke 13
KOMOWHHPOBAHHOIO

marepuana (JnaMUHHpOBaHHAs
oymara/l13HIT/anromunuenas

donbra/I1OHIT). Ilo 6
NaKeTUKOB BMECTE c
WHCTpYKUMeH no

 PUMEHEHHIO B nauxy
KapTOHHYIO.

5 g in a sachet of a combination matcrial|
(Jaminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack./Ilo 5B ‘
MaKeTHKe n3 KOMOMHHPOBaHHOIO
Matepuana (TaMUHMpOBaHHas! |
6ymara/[13HI1/anoMunesas
donera/[IBHIT). Tlo 6 uan 9 naxernkos
BMECTE C HHCTPYyKLIIEeH MO NPHMEHEHRHIO B
NauKy KapTOHHYIO.

According to ND. / B cooterctsun ¢ HJI.

| 13 |Labeling / MapkupoBKa
' 14 |Storage conditions /
XpaHeHue

Store below 25 °C. / TIpu Temneparype He Bbiiue 25 °C.

15 | Shelf life / Cpok rognoctu

2 years. / 2 ropa.

Remarks : The Product confirms to ND/

IIpumeuanue: [TpoaykT coorBeTCTBYET TpebGoBanmam HJJ

Conclusion : APPROVED /
3akiuyenue: OJIOBPEHO

Prepared by / Naresh Kumar

Iloxrorosnexo:
b

Checked by / Pardeep Kumar
TIpoBepeHo:

Approved by: Manager/Executive / Manoj Kumar
Ornobpeno: Menemkep / PykoBogurens

Print Date /24.09.2022
Hara:

Jlara:

Print Date /24.09.2022

JHara:

Print Date /24.09.2022
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