Dr.Reddy’s Q':'.

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
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoayxr U6yxnun® Dxcnpece (ubynpoden + napaneramoJt), MOPOIIOK IS IPHTOTOBIEHHUST
pacTBopa 1 npHMeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2300703 Batch Quantity / : 25486.00 units /
Cepusi Ne O6bem naprun 25486.00 enuHuy
Analytical Report No. / : 890001658281 Date of Analysis / 1 24.04.2023
AHanuTnyeckui oryer Ne JlaTa aHa;m3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
Jata npoussoacTea I'ogen o
Analysis performed according ND / Anaan3s nposeaen no HJI: JITI-007239-300721
No Test / IlokazaTesb Result / Pe3yabTaTsl Specification / Hopma
1 |Description / Onucanue White powder, with | White to off-white powder, with a
characteristic odour. /| characteristic odor. / ITopowok ot 6enoro

ITopowmok 6Genoro 1Bera c
XapaKTepHbIM 3aMaxoM.

XapaKTepHBIM 3aMaXoM.

10 TOYTH GeNoro LBeTa, ¢ XapakTepHBIM
3aMaxoM.

2 |Reconstituted solution / Complies / Colourless solution with a characteristic
BoccranoBJieHHBIH pacTBOp CooTBeTcTBYET odor shall be observed, may have small
amount of suspended particles. /
- appearance / onucanue becuBeTHpIi pacTBOp C XapaKTEpPHBIM
3amaxoM, C BO3MOXHBIM COMEpXKaHHEM
HEOONBIIOTO  KOJMYECTBA B3BELIEHHBIX
YACTHIL.
- Color of the solution / Complies / Color intensity of the solution does not
UBEMHOCHLb CootBeTcTBYET exceed color intensity of reference standard
By. / PactBOp momkeH OBITH OKpallleH He
- B GoJiee MHTEHCHBHO, YeM 3TaoH By.
3 |Dissolution time / 01 minute 12 seconds Not more than 5 min. / He 6onee 5 MuH.
Bpemst pacTBopenust
4 |pH of solution / pH pacTBOpa 6.6 5.8t07.8./015,8 n07,8.

Remarks : The Product confirms to ND/

IIpumeyanue: IIpoaykT cooTBeTCTBYeT TpebGoBanusm HJT

3akio

Conclusion : APPROVED /

yenne: OJIOBPEHO

Prepared by / Ankaj Verma

IloaroroeneHo: [
B~

Checked by / Himesh Kumar

Ilposepeno: ]

Approved by: Manager/Executive / Manoj Kumar
Opobpeno: Menemxkep / PykoBoauTenb

el

Print Date /24.04.2023
Jlarta:

Jlara:

Print Date /24.04.2023

Jara:

Print Date /24.04.2023

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 Q3¢

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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg T
IIpoAykT: H6ykaun® Dxenpece (uGynpoden + napaueramost), OPOLIOK IS NPUTOTOBJIEHUS

pacTBOpa AJ1s1 NpHeMa BHYTpPb, 400 mr+325 mr
Batch No. / : V2300703 Batch Quantity / : 25486.00 units /
Cepha Ne O0bem napTun 25486.00 enuuuL
Analytical Report No. / : 890001658281 Date of Analysis / : 24.04.2023
AHaJuTHYecKHi oTder No Jata anajusa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTa npousBoacTea TI'onen no

Analysis performed according ND / Ananus nposeaen no HJI: JII1-007239-300721

[ Ne | Test / Hokazatensb

Result / Pe3yabTaThl

Specification / Hopma

5 [dentification / ITonanHHOCTH
A) by HPLC / B3JKX
— Ibuprofen / ubynpogen

‘— Paracetamol / napayemamon

|
|
|
|

Complies /
CooTBeTCTBYET

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 yaepuBaHUsI OCHOBHBIX
NHMKOB Ha XPOMATOrpaMMaX MCIbITyEeMbIX
pacTBOpPOB  JODKHBI  COOTBETCTBOBATH
BpeMeHaM YepPXKUBaHUS
COOTBETCTBYIOIINX OCHOBHBIX IIHKOB Ha
XpoMaTorpaMMax pacTBopa CTaHJapTHBIX
obpasuoB  (pazpen  «KommyecTBeHHOE
olpeleNieHue»).

B) by HPLC-UV / BOKX-Y®
— Ibuprofen / ubynpogen

— Paracetamol / napauemamon

Complies /
CooTBeTCcTBYET

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoBefeHuH Tecta  «KonH4yecTBEHHOE
onpeneyieHue» YD-CIeKTpbl UCIBITYEMBIX
pPacTBOPOB JOJDKHBI COOTBETCTBOBATh Y D-
CIIeKTpam CTaH/IapTHBIX PacTBOPOB
ubynpodeHna u napaneramona.

Remarks : The Product confirms to ND/
I pumeuanue: ITpoaykT cooTBeTCTBYET TpeboranusM HJ

Conclusion : APPROVED /
3akawouyenue: OJOBPEHO

Prepared by / Ankaj Verma

IToproromieHo: &

Checked by / Himesh Kumar

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

Print Date /24.04.2023
Hara:

Print Date /24.04.2023
Jarta:

Print Date /24.04.2023
IaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4300 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
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Dr.Reddy’s Q':'.

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg- T
Mpoaykr : H6ykaun® Ixenpece (Mbynpoden + mapaneramor), NOPOUIOK [Jisi NPUTOTOBJICHHS!
_ pacTBopa AjisA npdeMa BHYTpb, 400 Mr+325 mr ]
Batch No. / : V2300703 Batch Quantity / : 25486.00 units /
Cepnsa Ne O6bem napTum 25486.00 enuHu |
Analytical Report No. / : 890001658281 Date of Analysis / : 24.04.2023
AHaJuTHYecKkuii oTyeT No JlaTa aHanu3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JaTa npou3Boacraa TI'onen no
Analysis performed according ND / Anann3 nposeaen no HJI: JII1-007239-300721
- Ne Test / Iloka3zaTen Result / Pe3yabTaThl Specification / Hopma B
6 [Particle size / Pa3mep yacTuu 100 % Particle size less than 2 mm — not less
than 95 %, / YacTui pa3smMepoM MeHee 2 MM
'~ He meHee 95 %;
97 % Particle size less than 0.25 mm — not less
than 60 %. / yacTH1] pa3MepoM MeHee
0,25 MM — He MeHee 60 %.
7 |Water / Boga 5.0% Not more than 8.0 % w/w. / He 6onee 8,0 %.
8 |Related substances /
PoncTBennble npuMecH
- ibuprofen / ubynpodghen Less than LOQ (0.04%) Individual unidentified impurity - not more
than 0.15 %. / Enunu4Has
HEHACHTUQHULIUPOBAHHAS IPUMECH - HE
Less than LOQ oonee 0,15 %. '
Total impurities - not more than 0.5%. /
Cymma npumeceli - e 6onee 0,5 %.
- paracetamol / napayemamon Below limit of Detection (LOD: |[Impurity K - not more than 0.15%. /
0.01%) [Tpumecs K - He 6onee 0,15 %.
BDL(Disregard area 6564)  [Individual unidentified impurity - not more
than 0.10%. / EnuauyHas
HeMJIEeHTHOHLHPOBaHHAS IPUMECE - HE
boinee 0,10 %.

BDL

[Total impurities - not more than 0.5%. /

Remarks : The Product confirms to ND/
I pumeyanne: [TpoxykT coorBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akaouenue: OJJOBPEHO

Prepared by / Ankaj Verma
[ogrorosneHo: [j

>

Checked by / Himesh Kumar

IIposepeHo: ‘

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menemxep / PykoBoauteib
-

Print Date /24.04.2023
Hara:

Hara:

Print Date /24.04.2023

Print Date /24.04.2023
Jara:

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

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr : H6ykauu® Ixenpece (uGynpoden + napaneTamoi), NOPOLWIOK JJIsi HPUTOTOBJIEHHS
pacTBOpa IS NpHeMa BHYTpb, 400 mr+325 mr N
[Batch No. / : V2300703 Batch Quantity / : 25486.00 units /
Cepha Ne O0beM mapTHu 25486.00 equHML N
Analytical Report No. / : 890001658281 Date of Analysis / : 24.04.2023
AuaJnTuyecKni oTuer Ne JlaTa ananusa
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa npousBoACTBA I'onen go
Analysis performed according ND / Anann3 nposeaen mo HJI: JIII-007239-300721
Ne | Test / Iloka3zartenan | Result / PesyabTaTel | Specification / Hopma
Cymma npumeceii - e 6onee 0,5 %.
[
'| 9 |Uniformity of dosage units / i
| OaHOPOAHOCTH AO3HPOBAHHS
‘ - ibuprofen / ubynpogen 5.1 Acceptance value (AV) should not be more
| than 15.0. / [TokazaTens NpUEMJIEMOCTH
(AV) nomxeH 6bITh He Honee 15,0,
9.6 Acceptance value (AV) should not be more
- paracetamol / napauemamon than 15.0. / Tloxa3aTtenb NpueMIeMOCTH
! (AV) nomxeH 6bITh He 6onee 15,0.
10 | Microbial limits /
[ MuKpoGHOTIOrHYecKasi YHCTOTA NIL CFU/g a) Total aerobic microbial count - not more
than 1000 CFU/g. /
] O0111ee YUCITO adPOOHBIX MUKPOOPTraHU3MOB
- He 6onee 1000 KOE/T.
b) Total combined yeasts and mould - not
NIL CFU/g more than 100 CFU/g. /
OO0lLIee YHCIO JPOMOKEBBIX U IUIECHEBBIX
rpubos - He 6onee 100 KOE/T.
Absent c) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyrcTBHe B 1 T.

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykr coorBeTcTBYeT TpebopanusiM HJ|

Conclusion : APPROVED /
3axkmouenue: OOBPEHO

Prepared by / Ankaj Verma

IToaroToBneHo: &

Checked by / Himesh Kumar

ITpoBepeHo: ‘

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Mernemxep / PykoBonnTens

Print Date /24.04.2023 Print Date /24.04.2023 Print Date /24.04.2023
JaTa: Jara: JlaTa:
Regine rot Ofien. 2-2-337, Road No. 2, Banjare Hills, Hyderasad - 50002., Telangeana. indis
fal 499 404900 2800, Fax: +21 104900 2859, Emaiaail@direddys.com

CIN: L85195AP 19842 PLCI004A50Y

wwyw. drreddys.con




Dr.Reddy’s €3¢

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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Hoyxaun® Dxcnpece (uGynpoden + napaneramMol1), NOPOMIOK /sl IPUTOTOBJIEHHS
pacTBOpA AJisl pHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2300703 Batch Quantity / : 25486.00 units /
Cepus Ne O0beM HapTHH 25486.00 enuHu1
Analytical Report No. / : 890001658281 Date of Analysis / : 24.04.2023
Anaguruyeckuid oTuet Ne JaTa ananuza |
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa NpoHu3BOACTBA I'ogen no
Analysis performed according ND / Auaau3 nposegen no H/I: JII1-007239-300721
L N Test / IlokazaTenn Result / PesyabTaTh Specification / Hopma
11 | Assay / KonuyecTtBenHOE
onpejeieHne
' - ibuprofen / ubynpogen 402.5mg (100.6 %) 1360.0 mg to 440.0 mg of Ci;3HigO:
402.5mr (100.6 %) (ibuprofen) (90.0 % to 110.0 % of label

] - paracetamol / napayemamon

329.3 mg (101.3%)
329.3 mr (101.3%)

claim) per sachet. / Ot 360,0 Mr 10 440,0 mr
Ci3sHi502 (ubympoden) (ot 90,0 % mo
110,0 % OT HOMMHAJIBHOTO COAEpXKaHuUs) B
OIHOM MAaKeTHKE.

292.5 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 MU
CsHoNO: (mapauneramon) (ot 90,0 % no
110,0 % OT HOMHHAJILHOTO COJACP)KAHUS) B
OJIHOM TaKETHUKE.

Remarks : The Product confirms to ND/
ITpumeuanne: [Tponykr cootBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmrouenue: OJJOBPEHO

Prepared by / Ankaj Verma Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar
[oarorosneno: 7 IIposepeHo: ‘ Onobpeno: Menemxep / PykoBogutens

Print Date /24.04.2023 Print Date /24.04.2023 Print Date /24.04.2023

Jlara: Jara: JlaTa:

Regisicicid 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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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
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr H6yknnn® Jxcnpece (uGynpoden + napaneramoss), NOPOIIOK AJIsl NPHIOTOB/ICHHUS]

pacTBopa JJIsi NpHeMa BHYTpb, 400 mr+325 mr
Batch No. / : V2300703 Batch Quantity / : 25486.00 units /
Cepus Ne Ob6bem napTHH 25486.00 eamnmut
Analytical Report No. / : 890001658281 Date of Analysis / 1 24.04.2023
AHaJmTHyecKkui oryeT No JIaTa aHayu3a
Date of Manufacture / : Apr-2023 Date of Expiry / : Mar-2025
JlaTa npou3BoACTBA I'onen no

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

Ne Test / Iloka3zaTeanb

Result / PesyabTaThl

Specification / Hopma

12 |Package / Ynakoeka

material
paper/LDPE/aluminum
foil/LDPE).

HaKeTuke
KOMOHWHHPOBAHHOI O

5 gin a sachet of a combination
(laminated

patient information leaflet in|naketuke W3
carton pack. / Tlo 5 r B

Marepuana (JTaMHHHUpPOBaHHas

5 g in a sachet of a combination material
(laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient

6 sachets and |information leaflet in carton pack./Ilo5rB

KOMOWHHPOBAHHOTO
marepuana (nTaMMHUpOBaHHas
u3 | 6ymara/[IOHI/antoMyuueBas

donera/[IDHII). o 6 unu 9 nakeTUKOB
BMECTE C MHCTPYKLHUEH 10 NPUMEHEHHIO B

oymara/TIDHI]/antoMuHueBas |nayky KapTOHHYIO.
¢onbra/IIOHII). ITo 6

NaKETUKOB BMeECTE c

UHCTPYKLUEH mno

MPUMEHEHUIO B nayky

KapTOHHYIO.

14 |Storage conditions /
Xpanenue

13 |Labeling / MapkupoBka

According to ND. / B coorBercTeuu ¢ HJI.

Store below 25 °C. / TIpu TeMnepaTyfie e BolIe 25 °C.

15 | Shelf life / Cpox roqnoctu

2 years. / 2 roja.

Remarks : The Product confirms to ND/
ITpumeuanne: [IponykT cooTBeTcTBYeT TpeboBanusm HJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Ankaj Verma Checked by / Himesh Kumar Approved by: Manager/Executive / Manoj Kumar
IToarorosseHo: : IIpoBepeHo: Onobpeno: Menemxep / PykoBonuTeib
ﬁ _— ‘! N ; ¢
Print Date /24.04.2023 Print Date /24.04.2023 Print Date /24.04.2023
Jara: Jlara: Jlara:

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




