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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

CEPTUDUKAT AHAJIM3A www.drreddys.com

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT Uoykanu® Dxenpece (ubynpoden + napaueramo.), MOPOUIOK AJIsi IPUTOTOBJIEHHS

B pacTBOpa AJisl IpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2201056 Batch Quantity / : 1396550.00 units /
Cepus No Obbem napTum 1396550.00 eqnuuy,
Analytical Report No. / : 890001598249-1 Date of Analysis / : 10.08.2022
AnajquTu4yeckHii oTuer No - Jara aHaausa
Date of Manufacture / : MAY. 2022 Date of Expiry / : APR. 2024
Jata npousBoacTBa T'oaen go

Analysis performed according ND / Ananu3 nposeaen mo HJ/I: JIII-007239-300721

[ Ne | Test / [Toxazatens

Result / PesynbTaTst

_Specification / Hopma

1 .'ﬁescription / Onucanne

White powder, with
characteristic odour. /
[lopoiwrok ©Oenoro usera c‘
XapakTepHBIM 3aMaxoM.

White to off-white powder, with a
characteristic odor. / [Topowok oT 6enoro
Q0 TouTH BGeNoro 1BEeTa, ¢ XapaKTepHbIM
3anaxom.

XapaKTEPHBIM 3aNaxoM. |
|
2 |Reconstituted solution / Complies Colourless solution with a characteristic |
BoccranoB/IeHHBIH pacTBOp odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue BecuBeTHblli PacTBOpP € XapaKTepHbIM
3amaxoMm, C BO3MOXHBIM COJCpPXKaHUEM
| HeGONMBIIOrO KOJHUYECTBAa B3BELUEHHBIX
| JaCTULL.
- Color of the solution / Complies / Color intensity of the solution does not
HGEMHOCMb CooTBeTCTBYET exceed color intensity of reference standard
Bo. / PacTBOp OJDKEH OBITH OKpailieH HE |
- fonee HHTEHCUBHO, YeM 3TaIOH Bo.
3 |Dissolution time / 01 minutes 05 seconds Not more than 5 min. / He 6onee 5 Mun.
Bpewmsi pacTBopeHust -
4 | pH of solution / pH pacTBOpa 6.7 5.8t07.8./0t15,8 n0o7,8.

Remarks : The Product confirms to ND/

Ipumeyanue: [TponykT coorBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / Ramakant

Hoaroromem:a ! ‘

Checked by / Pardeep kumar

[IpoBepeno: Qﬁ/

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

Yo

Print Date /10.08.2022

Hara: Hara:

Print Date /10.08.2022

Hara:

Print Date /10.08.2022

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

CIN: L85195AP1984PLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS

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

CEPTUOUKAT AHAJIN3A www.drreddys.com
[Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoayxr Ho6ykann® Ixenpece (ubynpoden + napaneramod), TOPOLIOK AJIs IPHIOTOBJEHHS
pacTBopa AJsl NpUeMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2201056 Batch Quantity / : 1396550.00 units /
Cepus Ne O0beM NapTHH 1396550.00 egunuw
Analytical Report No. / : 890001598249-1 Date of Analysis / : 10.08.2022
AHasuTHyecKuii oTyeT No JlaTa aHaaH3a
Date of Manufacture / : MAY. 2022 Date of Expiry / : APR. 2024
JaTta npousBoJcTBa I'ogen go
Analysis performed according ND / Ananus nposeaen mo HJI: JIII-007239-300721
Ne | Test / Iloka3aTeJnb | Result / Pe3yabTaThl Specification / Hopma |

| 4) by HPLC / BOJXX

— Ibuprofen / ubynpogpen

— Ibuprofen / ubynpogen

— Paracetamol / napayemamon

5 [dentification / [lopauaHOCTS |

Complies /
CooTBeTCTBYET

— 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). / BpeMsl yaepxUBaHHs OCHOBHBIX
[IMKOB Ha XpOMAaTOrpaMmax MCMBITyeMbIX
PacTBOPOB  JIOJDKHBI ~ COOTBETCTBOBATh
BpeMeHaM yAEPKUBAHUS
COOTBETCTBYIOLIUX OCHOBHBIX TMHKOB Ha
XpoMaTorpaMMax pacTBOpa CTaHAAPTHBIX
obpasuor  (pazgen  «KonuuectseHHOE
omnpeseneHue»).

B) by HPLC-UV / BIXX-Y®

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
npoeeeHnn  Tecta  «KonmyecTBeHHOE
onpenencHue» YP-CIEKTPbl HCOBITYEMBIX
PacTBOPOB JIOJDKHBI COOTBETCTBOBATh Y D-
CreKTpaM CTaHJAPTHBIX pacTBOpOB
nbynpodeHa 1 napaueraMmolia.

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

Ipumeuanue: ITpoayxt cooTBeTCcTBYET TpebopaHusam HJL 3axmouenue: OJIOBPEHO

Prepared by / Ramakant Checked by / Pardeep kumar Approved by: Manager/Executive / Manoj Kumar
INoarorosnexo: [IpoBepeHo: Onobpeno: Menemxep / Pykosoaurens

Print Date /10.08.2022 Print Date /10.08.2022 Print Date /10.08.2022

Harta: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: 491 40 4900 2900, Fax: +91 40 4500 2995, 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,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02 -

CEPTUDUKAT AHAJIN3A www.drreddys.com
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpoaykT Uo6ykaun® Ixenpece (uGynpoden + napaneramost), NOPOLIOK /JIst IPHTOTOBJICHHS
| pacTsopa Ajs npHemMa BHYTpb, 400 mr+325 mr
Batch No. / : V2201056 Batch Quantity / : 1396550.00 units /
Cepusa Ne O0bem napTHH 1396550.00 eqnnuy,
Analytical Report No. / : 890001598249-1 Date of Analysis / : 10.08.2022
AHanuTuyecknii oryet Ne JlaTa aHaau3a
Date of Manufacture / : MAY. 2022 Date of Expiry / : APR. 2024
JlaTa npou3BoacTBa T'open no
Analysis performed according ND / Ananus nposeaen mo HJI: JIII-007239-300721
| Ne a Test / TloxasaTens Result / PesynbTaTsl Specification / Hopma
| 6 |Particle size / Pazmep uacTun 100 % Particle size less than 2 mm — not less
‘ than 95 %; / UacTull pasMepoM MeHee 2 MM
— He MeHee 95 %;
| 87 % Particle size less than 0.25 mm — not less
than 60 %. / yacTul pa3MepPoM MeHee
0,25 MM — He meHee 60 Y.
7 |Water / Bona 5.6 % | Not more than 8.0 % w/w. / He 6onee 8,0 %. |

8 |[Related substances /

PoncrBeHHBIE IIpUMeCH

- ibuprofen / ubynpogpen

- paracetamol / napauemamon

BDL (Disregard Area 12175)

BDL

Below limit of Detection (LOD:
0.01%)
BDL(Below Disregard area 8257)

Individual unidentified impurity - not more
than 0.15 %. / EnnHu4Has
HeHAECHTHUIUPOBAHHAS IPUMECH - HE
6oinee 0,15 %.

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

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

Individual unidentified impurity - not more
than 0.10%. / EqunuuHas
HEHICHTHHULMPOBaHHAS IPHMECH - HE

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilpoaykrt coorBeTcTBYeT TpebosaHusM HJT

Conclusion : APPROVED /
3akmwoyenue: OJJOBPEHO

Prepared by / Ramakant

[10oAroTOBIIEHO: W

Checked by / Pardeep kumar

IIpoBepeHo: Oﬁ___.

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

Hara:

Print Date /10.08.2022

Print Date /10.08.2022
Jlara:

Print Date /10.08.2022
Jara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +31 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

AHanuTnuecknii oryet Ne

CEPTUDOHUKAT AHAJIN3A www.drreddys.com
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponyxktr : Uo6ykaun® Dxenpece (nbynpoden + napaneramolt), HOPOMIOK JJsi NPATOTOBIEHHSI
pacTsopa AJsi npyeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2201056 Batch Quantity / : 1396550.00 units /
Cepust Ne OG6bem mapTuu 1396550.00 exunui
Analytical Report No. / : 890001598249-1 Date of Analysis / : 10.08.2022

JlaTa amanu3sa

Date of Manufacture /
JlaTa npou3BOACTBA

: MAY. 2022 Date of Expiry / : APR.2024

T'onen go

Analysis performed according ND / Anaau3 nposegen no HJI: JI1-007239-300721

Ne | Test / ITokazaTenn ‘ Result / Pe3yabTaTthl

Specification / Hopma _—|

Below Disregard Limit

{ponee 0,10 %.

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

9 I.'Uniformity of dosage units /

OIHOpPOOHOCTH A03H

- paracetamol / napauemamon

poBaHHs

- ibuprofen / ubynpogen 2.7

2.4

Acceptance value (AV) should not be more
than 15.0. / ITokazarens NpHEMJIEMOCTH
(AV) nomxex 6biTh He 6onee 15,0.

Acceptance value (AV) should not be more
than 15.0. / [Tokazarens NpUeMIEMOCTH
(AV) nonxed 6p1Th He 6onee 15,0.

10 | Microbial limits /
MukpobuonornyecKkass YucroTa NIL CFU/g

NIL CFU/g

Absent

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

O6i1iee YnciIo a3poOHBIX MUKPOOPTaHU3MOB
- He Gonee 1000 KOE/T.

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

O0lee 4YUCIO IOPOXOKEBBIX M IJIECHEBBIX
rpubos - He Gonee 100 KOE/T.

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

Remarks : The Product confirms to ND/
IMpumeuanne: IIponykt cooTeTcTBYET TpeboBaHusam H/Q

Conclusion : APPROVED /
Baxmouenne: OJJOBPEHO

Prepared by / Ramakant Checked by / Pardeep kumar Approved by: Manager/Executive / Manoj Kumar
IToaroroBneHo: IIposepeHo: ! Onobpeno: Menemxep / Pykosoanteib
\'_;1_. 1.”‘ LU
Print Date /10.08.2022 Print Date /10.08.2022 Print Date /10.08.2022
Hara: JHara: 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
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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

CEPTU®UKAT AHAJIM3A  www.drreddys.com

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr : Ho6ykaun® Ixenpece (ubynpoden + napaneramod), HOPOIIOK AJisl IPHTOTOBJICHHS

pACTBOPA AJIsl IpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2201056 Batch Quantity / : 1396550.00 units /
Cepus No O0bem napTun 1396550.00 eamnnuy
Analytical Report No. / : 890001598249-1 Date of Analysis / : 10.08.2022
AHaauTH4ecKHi oT4yeT Ne Jara anaamusa B
Date of Manufacture / : MAY. 2022 Date of Expiry / : APR. 2024
JlaTa n1pou3BOACTBA Tonen 1o

Analysis performed according ND / Anasiu3 nposesed no HJI: JITI-007239-300721

11| Assay / KosnuecTBeHHOe

onpeejieHne
- ibuprofen / ubynpoder 397.9 mg (99.5 %) 360.0 mg to 440.0 mg of CisHisO2
| 397.9 mr (99.5 %) (ibuprofen) (90.0% to 110.0 % of label
' claim) per sachet. / Ot 360,0 mr 10 440,0 mr
Ci3HisO2 (ubynpoden) (ot 90,0% no
110,0 % oT HOMHHAJBHOTO COAEPKAHUsI) B
OJITHOM [MaKeTHKE.
- paracetamol / napayemamon 324.6 mg (99.9%) 292.5 mg to 357.5 mg of CsHoNO»
324.6 mr (99.9%) (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr no 357,5 mr
| CsHoNO; (mapaueramon) (ot 90,0 % no
110,0 % OT HOMHHAJIBHOTO COAEPXKaHUs) B
| OJITHOM TaKeTHKe.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeyanue: [Tpogykr coorseTcTBYeT TpeboBanusm HJI 3axuouenue: OJIOBPEHO
Prepared by / Ramakant Checked by / Pardeep kumar Approved by: Manager/Executive / Manoj Kumar
IToaroroeneHo: ITposepeno: ) Onobpeno: Meuemxkep / PykoBoaurens
Print Date /10.08.2022 Print Date /10.08.2022 Print Date /10.08.2022
Hara: 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: L85195AP1984PLC0O04507
www.drreddys.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 : 491 98166 56001-02

CEPTUDUKAT AHAJIM3A  www.drreddys.com
'Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMponykr U6ykaun® Ikenpece (uGynpoden + napaneramot), HOPOWOK st APHIOTOBJICHHUS]
pacTBOpa AJs NpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2201056 Batch Quantity / : 1396550.00 units /
Cepus Ne O6bem napTun 1396550.00 exnHuLy
Analytical Report No. / : 890001598249-1 Date of Analysis / : 10.08.2022
AHanurnyeckuii oTyet No B JlaTa anaausza |
Date of Manufacture / : MAY. 2022 Date of Expiry/ : APR. 2024
JlaTa npou3BOACTBA T'ogen oo
Analysis performed according ND / Anann3 npoegen no H/I: JIII-007239-300721 |
12 |Package / YnakoBka 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 leaflet in carton pack./Ilo5r B
patient information leaflet in|makertuke u3 KOMOWUHHPOBAHHOTO
carton pack. / Ilo 5 r B|marepuana (namMuHUpoOBaHHas
NaKEeTUKE u3 | 6ymara/[1DHIl/anromunmeBas
KOMOMHHPOBAHHOTO ¢donera/[I3HIN). Ilo 6 wm 9 nakeTukor
Matepuana (JTaMUHHPOBaHHas | BMECTE C MHCTPYKLHMEH MO NPUMEHEHHIO B
6ymara/[I1OHII/antoMuHKeBasl | ayky KapTOHHYHO.
¢onera/IIOHII). Ilo 6
MaKeTUKOB BMECTE c
UHCTPYKLUEH no
NpUMEHEHHUIO B nauky
KapTOHHYIO.
13 | Labeling / Mapkuporka According to ND. / B coorBerctBuu ¢ HJI.
14 |Storage conditions / Store below 25 °C. / [Ipu Temnepatype He Bbiie 25 °C.
XpaneHue
15 | Shelf life / Cpox rognocTH 2 years. / 2 rofa. o o

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

IIpumeuanne: IIpoaykt cooTBeTcTBYeT Tpebosanusm HJJ 3axsouenne: OJJOBPEHO

Prepared by / Ramakant Checked by / Pardeep kumar Approved by: Manager/Executive / Manoj Kumar

TloarorosineHo: ITpoeepeno: ? Ono6peno: Menemxep / Pykosoaurtens
W — J_la_Z{ijEﬁL 2

Print Date /10.08.2022 Print Date /10.08.2022 Print Date /10.08.2022

ara: Jara: 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



