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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr : H6yknun® Dxenpece (uOynpodeH + napaneramolr), IOPOLIOK JUIsl TPUTOTOBJIEHHS

pacTBopa AJis pueMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2302273 Batch Quantity / 1 25576.33 units /
Cepuist No O6neM naptuu 25576.33 enuHuly
Analytical Report No. / : 890001701456 Date of Analysis / 1 22.11.2023
AHasmTrdeckuii otyet No JlaTa ananusa
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
Jara npou3BoAcTBa T'onen 1o

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

Ne Test / Iloka3zaTesnb

Result / Pe3yabTaThl Specification / Hopma

1 |Description / Onucanue

characteristic odor.

XapaKTEPHBIM 3aI1aXOM.

White powder, with a|White to off-white powder, with a

[Topomiok 6enoro mBera ¢| JO MOUYTH GEJIOro LBETA, C XapaKTEPHBIM

/| characteristic odor. / [Topoiok oT 6en0oro

3alraxoM.

2 |Reconstituted solution /
BoccTraHoBJIEHHDIH pacTBOp

characteristic odor, with

Colourless solution with a|Colourless solution with a characteristic

amount of suspended particles. | amount of suspended particles. /

small | odor shall be observed, may have small

~ appearance / Onucanue BecuseTnslii  pactBop c| becuBerHbI pacTBOpP € XapaKTEPHBIM
XapaKTEepHbIM ~ 3aMaxoM, C| 3alaxoM, C BO3MOXHBIM COIEpKAHHEM
HeOOJIbIINM KOJNMYECTBOM | HEOOJBLIOTO KOJMYECTBA B3BELICHHBIX
B3BEILIEHHBIX YaCTHIL. YaCTHIL.
| Ne Test / Iloka3aTenn Result / Pe3yabTaThl Specification / Hopma
- Color of the solution / Complies / Color intensity of the solution does not
ueemHocmo CoOTBETCTBYET exceed color intensity of reference

standard Bo. / PacTBop moskeH ObITh
okpallieH He 0ojiee HHTEHCUBHO, YEM
5TaJIoH By.

3 |Dissolution time /
BpemMs pacTBopeHHs

01 min 08 sec/ 01 muu 08 cex |Notmore than 5 min. / He 6onee 5 MuH.

4 | pH of solution / pH pactBopa

6.6

5.8t07.8./0t1 5,8 no 7,8.

Remarks : The Product confirms to ND/

ITpumeuanne: [IpoaykT coorseTcTByeT TpeboBanusm H]J

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / Checked by /
Iloproroenexo: Ankit ﬁ ItpoBepeno: Santggh Kumar

Approved by: Manager/Executive /
Upnobpeno: Menepxep / PykoBoanTe/ib

Maurya e Abhishek Chauhan \
Reprint Date / } Reprint Date / Reprint Date / \
Hata: 22.11.2023 Hara: 22.11.2023 Jarta: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

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 AHAJIU3A
Product : Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Iponykr : H6yknun® Dxcnpecc (ubynpodeH + napareramon), NOPOIIOK st IPUTOTOBJIECHHS

pacTBopa AJsi npuema BHyTpb, 400 Mr+325 mr

Batch No. / : V2302273 Batch Quantity / : 25576.33 units /
Cepusi Ne O6beM mapTum 25576.33 enuHuly
Analytical Report No. / : 890001701456 Date of Analysis / 1 22.11.2023
AHanutudeckuii otdet Ne Jlarta ananusa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jlata npon3BoACTBa I'oneH o

Analysis performed according ND / Ananu3 nposezien no HJI: JIIT-007239-300721

— Paracetamol / napayemamon

Ne Test / IlokazaTeas Result / PesyabTaThl Specification / Hopma
5 [|Identification / IloqnuHAOCTL Complies / The retention times of the main peaks
CooTBeTCTBYET in the chromatograms of test solutions
A) by HPLC/ BIKX should correspond to those in the
— Ibuprofen / ubynpogen chromatograms of reference standards

solution (Assay section). / Bpems
yIEp)KHBAHHS OCHOBHBIX ITMKOB Ha

XpomaTrorpaMmax HCIBITYEMBIX
PacTBOPOB JIOJDKHBI COOTBETCTBOBATH
BpEMeHaM yAEPKUBAHHS

COOTBETCTBYIOILIMX OCHOBHBIX IHKOB
Ha XpoMaTorpaMmmax pacTBopa
CTaHIapTHBIX  obpasnoB  (pasmen
«Konu4yecTBEHHOE ONPENETIEHHE).

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

— Paracetamol / napayemamon

Complies / When carrying out the "Assay" test, the
CooTBeTCTBYET UV spectra of the test solutions should

correspond to those of ibuprofen and
paracetamol standard solutions. / IIpu
npoBeneHuy Tecta «KomuuecTBEHHOE

OnpencIeHUe» VO-cniekTpsl
HCMIBITYEMBIX ~ PacTBOPOB  JOJKHBI
COOTBETCTBOBATH V®-cnexkrpam

CTAHJapTHBIX PacTBOPOB MOyNpodeHa
¥ Iapameramona.

Remarks : The Product confirms to ND/
ITpumeuanue: [TpogykT cooTBETCTBYET TpeboBanusaM HJT

Conclusion : APPROVED /
3akimouenue: QJIOBPEHO

Prepared by / Checked by /
[TonrorosneHo: Ankit ﬂ [Iposepeno: Santosh Kamar
L

Maurya

Approved by: Manager/Executive /
Ounobpeno: Menenxep / Pykosopnrens
Abhishek Chauhan

Reprint Date /
Hara: 22.11.2023

Reprint Date /
Hara: 22.11.2023

\

Reprint Date /
Jata: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, 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,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipomykt : H6ykmuu® Dxenpece (M6ynpodeH + napaneramolt), NOPOLIOK [UIs IPHTOTOBIEHHUS
pacTBopa [JIs npueMa BHYTpb, 400 Mr+325 mMr
Batch No. / 1 V2302273 Batch Quantity / 1 25576.33 units /
Cepust Ne O6beM naptiu 25576.33 enunun
Analytical Report No. / : 890001701456 Date of Analysis / : 22.11.2023
AHanutHueckuit oruet Ne Jlata ananuza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Hara npousBojcTBa Toned no

Analysis performed according ND / Ananus npbBeneH no HJI: JIT1-007239-300721

Ne Test / Ilokasarcib Result / PesyabTaTnl Specification / Hopma

6 |Particle size / Pazmep yacTHI 100 %

Particle size less than 2 mm — not less
than 95 %; / YacTuy pasMepoM MeHee
2 MM — He MeHee 95 %;

=12194)

Below Disregard Limit / Huxe
IIOpOra perucTpanmn)

89 % Particle size less than 0.25 mm — not
less than 60 %. / qacTul pazmepom
MeHee 0,25 MM — He MeHee 60
%.
7 |Water/Bopa 52% Not more than 8.0 % w/w. / He 6oiee
8,0 %.
8 [Related substances /
PojcTBeHHBIC NPUMeCH
- ibuprofen / ubynpogen BDL (Disregard Area= 12194) / |Individual unidentified impurity - not

Huxe nopora perucTpanuu (HP more than 0.15 %. / EI[I/IHH'{Haﬂ

HenAeHTHOUIUPOBAHHAS TPUMECH - HE
6onee 0,15 %.

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

Remarks : The Product confirms to ND/
ITpumeuanue: I1poaykT coorBeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
IMoxgrorosneno: Ankit /B | IIpoBepeHo: Santosh Kumar

Approved by: Manager/Executive /
Opobpeno: Menemxgp / Pykooauresib

Maurya : Abhishek Chauhan
Reprint Date / . Reprint Date / Reprint Date / - '
Jara: 22.11.2023 Jlata: 22.11.2023 Jlata: 22.11.2023

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 ‘_‘:‘

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
www.drreddys.com

CEPTU®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpomyxr W6ykmun® Dkcnpecc (M6ynpodeH + napaueTamor), NOPOLIOK JJist IPUTOTOBIEHHS
pacTBopa s Ipuema BHyTpb, 400 Mr+325 mr

Batch No. / 1 V2302273 Batch Quantity / : 25576.33 units /
Cepus Ne O6bem napTuu 25576.33 enuHul
Analytical Report No. / : 890001701456 Date of Analysis / : 22.11.2023
AHanutndeckuit otuer Ne Jara aHanusza
Date of Manufacture / : 11/2023 Date of Expiry / : 1072025
Jara npousBoacTBa I'oneH jio
Analysis performed according ND / Ananus nposenes no HJI: JII1-007239-300721

Ne Test / TloxazaTens Result / Pe3y1bTaTsl Specification / Hopma

- paracetamol / napauemamon

Below LOD (LOD = 0.01%) /
Huxe npenena KOJINYECTBEHHOTO
onpeaenenus (IIKO = 0.01 %)

BDL (Disregard Area= 6546) /
Huxe nopora perucrpauuu (I1P
=6546)

Below Disregard Limit / Huxe
IOpOTa PerucTpaLyy )

Impurity K - not more than 0.15%. /
[Tpumeck K - He Gonee 0,15 %.

[ndividual unidentified impurity - not

more than 0.10%. / Equnudnas

HenIeHTU(GHUIMPOBAHHAS TPUMECE - HE

oonee 0,10 %.

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

9 |Uniformity of dosage units /
OAHOpOAHOCTH J03MPOBAHUSA

- ibuprofen / ubynpoghen

- paracetamol / napayemamon

2.2

1.7

Acceptance value (AV) should not be
more than 15.0. / [Tokazarenb
npuemiemMoctu (AV) JokeH ObITh HE
bonee 15,0.

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

Remarks : The Product confirms to ND/
Ipumeuyanue: [1ponykT cooTBeTCTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[Moarotosneno: Ankit ﬂ ITposepeno: Santosh Kumar Onobpeno: Menepep / PykopoanTens
L"| Maurya b Abhishek Chauhai)L\

Reprint Date / Reprint Date / Reprint Date / )

Hata: 22.11.2023 Hara: 22.11.2023 Jarta: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s ‘f’:‘

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

CEPTUOHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Ipoaykt U6yxnun® Dxcrpecc (M6ynpoder + napareraMmon), IOpOLIOK A1 IPUrOTOBNEHHS

pacTBopa i nipuemMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2302273 Batch Quantity / 1 25576.33 units /
Cepus Ne O6beM napTun 25576.33 enunun
Analytical Report No. / : 890001701456 Date of Analysis / : 22.11.2023
AHanutuyeckuit otyer Ne Jata ananuza
Date of Manufacture / : 11/2023 Date of Expiry / 1 10/2025
Hata npousBojcTea IogeH no
Analysis performed according ND / Ananu3 nposenen no HJI: JI[1-007239-300721

Ipumeuanne: IIponykT coorBeTcTBYeT TpeboBanusmM HJ|

Ne Test / IToka3zarenn Result / PesyabTaTsl Specification / Hopma
npuemiaeMocTu (AV) HobkeH ObITh He
6onee 15,0.
10 | Microbial limits /
Muxpo6uosoruyeckasi Y4CTOTa a) Total aerobic microbial count -
NIL CFU/g/ not more than 1000 CFU/g. /
KOE/r Obee 4HCJIO a3pOOHBIX
MHKpOOPraHu3MoB - He Oonee 1000
KOE/T.
b) Total combined yeasts and
NIL CFU/g / mould - not more than 100 CFU/g. /
KOE/r Obmee  4uciIO  APONOKEBBIX W
IIECHEBBIX TpuboB - He Oonee 100
KOE/T.
Absent per 1 g/ c) Escherichia coli - shall be absent per
OrcyrctByer B Ir 1 g./ Escherichia coli - orcyTcTBHE B 1
r.
11 | Assay / KonnyecTBeHHOE
onpejejieHHe
- ibuprofen / ubynpodghen 396.2 mg (99.0%) / 360.0 mg to 440.0 mg of Ci3Hi30:
396.2 mr (99.0%) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 Mr mo
440,0 mr C;3H 30, (ubynpoden) (ot
90,0 % no 110,0 % oT HOMHHAJIBLHOIO
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3axkmouenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

ITonrorosneno: Ankit ﬁ ITposepeno: Santosh Kumar Onobpeno: Menemsxgp / PykoBoauTens
/ — Maurya e Abhishek Chauhafl)L\

Reprint Date / Reprint Date / Reprint Date / ' N

Jata: 22.11.2023 Hara: 22.11.2023 Hata: 22.11.2023

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 ‘.:..

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

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

Product
ITpoayxt

Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
U6yknun® Dxcnpece (ubynpoden + napaneramod), NOPOLIOK A/ IPHrOTOBJIEHHUS
pacTBopa AJis npuema BHyTpb, 400 Mr+325 mr

Batch No. /
Cepust Ne

1 V2302273

Batch Quantity /
O6beM napTuu

: 25576.33 units /
25576.33 equuaul

Analytical Report No. /
AHanutudeckuit oTyeT Ne

: 890001701456

Date of Analysis /
JlaTa aHanuza

1 22.11.2023

Date of Manufacture /
Jara npou3sBojcTaa

: 11/2023

Iopen no

Date of Expiry /

¢ 10/2025

Analysis performed according ND / Ananu3 nposeaex no HJI: JITI-007239-300721

Ne

Test / I[Toka3zaTean

Result / Pe3yabTaTnl

Specification / Hopma

- paracetamol / napayemamon

323.1 mg (99.4%) /
323.1 mr (99.4%)

conepmaﬂm) B OIHOM IMIaKETHUKE.

292.5 mg to 357.5 mg of CgHoNO,
(paracetamol) (90.0 % to 110.0 % of
label claim) per sachet. / Ot 292,5 mMr
no 357,5 mr CgHyNO, (mapatueramon)
(or 90,0% mo 110,0 % or
HOMMHAJIBHOTO COJCPKaHMs) B OJHOM
naKkeTHKe.

12 |(Package / YnakoBka

5 g in a sachet of a combination
material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and patient
information leaflet in carton pack. /
[lo 5 r B nakeruke U3
KOMOMHUPOBAaHHOTO  Marepuana
(naMUHUpOBaHHAs
oymara/[IOHIT/antomuHuEeBast
donera/I[IOHIT). Tlo 6 makernkoB
BMECTE C  HMHCTPYKUMEH MO
NPUMEHEHUIO B TAYKy KaPTOHHYIO.

5 g in a sachet of a combination
material (laminated
paper/[.LDPE/aluminum foil/l.LDPE). 6
or 9 sachets and patient information
leaflet in carton pack. / Ilo 5 r B
NakeTHke U3 KOMOMHHPOBAHHOTO
Marepuaia (naMUHMpOBaHHas
oymara/TIOHI1/anoMuHneBas
¢onera/[ISHIT). Ilo 6 wmm 9
MMAKETHKOB BMECTE C MHCTPYKIHEH Mo
NPHUMEHEHHIO B Ma4Ky KAPTOHHYIO.

Remarks : The Product confirms to ND/
ITpumeuanue: IIponyxT cootBeTcTBYET TpeboBanusM H]J

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Jara: 22.11.2023

JlaTa: 22.11.2023

Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneno: Ankit //i _ | IIposepeno: Santogh Kumar Onobperno: Menemkep, / PykosoanTens
{ — Maurya — Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date / )

Jara: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, 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,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpomyxt M6yxnuu® Dxcnpece (u6ynpoder + rmapaneramort), TOPOLIOK AJIs IPUrOTOBICHHS

pacTtBopa AJs mpuema BHyTps, 400 mr+325 mr

Batch No. / 1 V2302273 Batch Quantity / 1 25576.33 units /
Cepust No O6beM napTuu 25576.33 equuHun
Analytical Report No. / : 890001701456 Date of Analysis / 1 22.11.2023
Ananutryeckuit oryet Ne Jara aHanu3za
Date of Manufacture / : 11/2023 Date of Expiry/ : 10/2025
Jlata npou3BoICTBa ["omen 1o

Analysis performed according ND / Ananus nposeaex no HJI: JI[1-007239-300721

Ne Test / Iloka3zaTennp

Result / PesynbTaTsl

i Specification / Hopma

13 |Labeling / MapkupoBka

According to ND. / B coorsetctBuu ¢ HJI.

14 |Storage conditions /
Xpanenue

Store below 25 °C. / IIpu Temneparype He Bblie 25 °C.

15 | Shelf life / Cpok roqnocTu

2 years. / 2 rozia.

API name / Haumenosanue APC:

Ibuprofen sodium dihydrate /
H6ynpodeHa HaTpust AUrHApaT

Paracetamol / [Tapanetamon

npoussogures I'JID:

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / Ilapaiietamon
API manufacturer batch number / SB1F0061 APAPE2023060684
Howmep cepun npoussoguresist AQC:

FP Manufacturer API Batch number /

Howmep cepuu cy6cTaHIUM FEQA00014 FEQA00344

API Manufactured by & country /
ITpoussogutenb ADC, cTpana:

BASF Corporation, USA /
BAC® Kopnopeiis, CILHA

Granules India Limited, India /
['panynec Unnus Jlumuren, Unnus

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykt coorBeTcTByeT TpeboBanusamM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

Ioarorosneno: Ankit //2 ITposepeHo: Santosh Kymar Onobperno: Menemxep | Pykosoauresis
/ Maurya =1 Abhishek Chauhan ,

Reprint Date / = Reprint Date / Reprint Date / - )

Hara: 22.11.2023 Hara: 22.11.2023 Hara: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2939, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




