Dr.Reddy’s Q':‘

Dr. Reddy's Laboratories [td.
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

[Topouiok 6Genoro usera ¢
XapaKTepHbIM 3aMaXOM.

CEPTUOUKAT AHAJIN3A
Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg ]
IporykT H6yxnun® Dxenpece (ubynpoden + napaieramoln), MOPOILOK JUisi IPUTOTOBJIEHHS pacTBOpa
JUisl IpyueMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302613 Batch Quantity / : 17123.22 units /
Cepus No O6peM napThu 17123.22 enuHun
Analytical Report No. / : 890001708929 Date of Analysis / : 01.01.2024
Ananutnueckuit otueT No JlaTa aHanu3a
Date of Manufacture / 1 12/2023 Date of Expiry / 1 11/2025
JaTa npon3BoAcTBa TI'onen oo
Analysis performed according ND / Ananu3 nposeneH no HJI: JIT1-007239-300721
ONe Test / Ioka3zaTeb Result / Pe3yabTaThl Specification / Illopma
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / ITopouiok ot 6enoro

Jo mouTH 6enoro BE€Ta, ¢ XapaKTEpPHbIM
3arnaxoMm.

2 | Reconstituted solution /
BoccTaHoB/IeHHBIH pacTBOp

Colourless solution with a
characteristic odor, with small
amount of suspended particles.

Colourless solution with a characteristic
odor shall be observed, may have small
amount of suspended particles. /

- appearance / onucanue BecupetHslii  pactBop | BecuBeTHBIH pacTBOp € XapaKTEpPHBIM
XapaKTepHbIM  3allaxOM, C| 3alaXxoM, C BO3MOXHBIM COJIEPHKAHHEM
HEOOIBILIUM KOJIMYECTBOM | HEOOJNBIIONO  KONMYECTBA  B3BEIICHHBIX
B3BELLIEHHBIX YaCTHL. YaCTHLL.

- Color of the solution / Complies / Color intensity of the solution does not

ugemHocmep CoOTBeTCTBYET exceed color intensity of reference standard

By. / PacTBop HoJoKeH ObITh OKpallleH He
60Jiee MHTEHCUBHO, YeM 3TaJIOH By.

3 |Dissolution time /
Bpems pacTBopeHus

01 min 02 sec/ 01 muH 02 cex

Not more than 5 min. / He 6onee 5 MuH.

4 |pH of solution / pH pacTtBOpa

6.3

5.8t07.8./015,8 no 7,8.

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr cooTBercTByeT TpeboBanrgm HJI

Conclusion : APPROVED /
3axurouenue: OJIOBPEHO

Prepared by / pA&Z>" Checked by/ = Approved by: Manager/Executive /

IMonrorosieno: Neha Kumari | ITpoepeno: Santosh Kumar Onobpeno: Meremxep / Pykoogureinb
Maurya Manoj Kumar S il anﬂ

Reprint Date / Reprint Date / Reprint Date / —

Hara: 01.01.2024 Jara: 01.01.2024 Jara: 01.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 10 4800 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIT: L851954P1984PLCO04507
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
CEPTUOHUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponyxr H6yxnun® Dxenpece (M6ynpoden + napaneramoln), MOpOIIOK JUist IPUrOTOBJICHHS PacTBOpa
JUJIs IpueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2302613 Batch Quantity / : 17123.22 units /
Cepust No O6nem napTuu 17123.22 equHuUL
Analytical Report No. / : 890001708929 Date of Analysis / : 01.01.2024
AHanuTH4ecKui oTyeT No Jlata aHanuza
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jlata npon3BoACTBa ["onen 1o
Analysis performed according ND / Ananu3 nposesien no HJI: JIT1-007239-300721
ONe Test / IlokazaTens Result / Pe3yabTaThl Specification / Hopma
5 [dentification / IlopauHHOCTB Complies / The retention times of the main peaks in the
CooTBeTCTBYET chromatograms of test solutions should
A) by HPLC/ BIKX correspond to those in the chromatograms of
— Ibuprofen / ubynpoghen reference  standards solution (Assay
section). / Bpems yaepXUBaHHsI OCHOBHBIX
— Paracetamol / napayemamon IMKOB HA XpOMarorpaMMax HCIBITYEeMBIX
pacTBOPOB  JIOJDKHBI ~ COOTBETCTBOBATH
BpEeMeHaM yIepKUBAHUS
COOTBETCTBYIOLMX OCHOBHBIX ITHMKOB Ha
XpOMaTorpaMMax pacTBOpa CTaHAAPTHBIX
obpasuoB  (pazmen  «KoiauuecTBeHHOE
oInpeneseHue).
B) by HPLC-UV / BOXXX-Y® Complies / When carrying out the "Assay" test, the
_ b CooTBeTCTBYET UV spectra of the test solutions should
uprofen / ubynpogen correspond to those of ibuprofen and
— Paracetamol / napayemamon paracetamol standard solutions. / Ilpu
npoBenennd Tecta  «KonMuecTBEHHOE
onpeaeneHne» YO-COeKTphl UCHBITYEMbIX
PacTBOPOB AOJDKHBI COOTBETCTBOBATh Y ®-
CIeKTpam CTaH[IapTHBIX PacTBOpPOB
ubynpodeHna u napaneramona.

Remarks : The Product confirms to ND/

IIpumeuanue: Ilpoaykt cooTBeTcTBYeT TpebopanuaM HJJ

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO

Prepared by / &=
ITonrorosneno: Neha Kumari
Maurya

Checked by /
[IpoBepeno: Sa

sh Kumar

Approved hy Manager/Fxerntive /
Opnobpeno: Menemkep / PykoBoaurensb :
Manoj Kumar 11./’

Reprint Date /
JHara: 01.01.2024

Reprint Date /
Jata: 01.01.2024

Reprint Date /
Hata: 01.01.2024

Registered Otfice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +21 40 4900 2200, Fax: +91 40 4900 2999, Email: mail@drreddys,com

CIN: LE5195AP19R84PLCO04507
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
CEPTUO®HUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Ipoayxr W6ykmun® Dxcnpece (u6ynpoden + napaieramon), NOPOLIOK /715l IPUrOTOBIEHHS PacTBOpa
[J1s IpueMa BHyTpb, 400 Mr+325 mr
Batch No. / : V2302613 Batch Quantity / : 17123.22 units /
Cepust Ne Ob6beM napTuu 17123.22 enuuuy
Analytical Report No. / : 890001708929 Date of Analysis / : 01.01.2024
AHanutndeckuit otuer No Jara aHanusa
Date of Manufacture / : 12/2023 Date of Expiry / 1 11/2025
JlaTa npon3BoJcTBa I"ozeH 1o
Analysis performed according ND / Ananus nposeaes no HJI: JII1-007239-300721
ONe Test / Iloxa3atesanb Result / Pe3yabTaTh! Specification / Hopma
6 |Particle size / Pazmep uacTun 100 % Particle size less than 2 mm — not less
than 95 %, / YacTu1 pa3sMepoM MeHee 2 MM
— He MeHee 95 %;
88 % Particle size less than 0.25 mm — not less
than 60 %. / 4acTUI| pa3MepOM MeHee
0,25 MM — He MeHee 60 %.
7 |Water / Boxa 4.8 % | Not more than 8.0 % w/w. / He 6osiee 8,0 %.
8 |Related substances /

PoncrBesHbIe NpUMeECH

- ibuprofen / ubynpodghen

- paracetamol / napayemamon

Below LOQ (LOQ=0.04 %) /
Hioxe npenena
KOJTMYECTBEHHOTO
onpenenenus (ITKO = 0.04 %)

Below LOQ / Huxe npenena
[KOJTMYECTBEHHOTO
OTIpeIeNIEHH ST

Below LOD (LOD = 0.01 %) /
Hmwxke mnpenmena oOHapyXeHHS
(I10 =0.01 %)

Individual unidentified impurity - not more
than 0.15 %. / EqunnuHas
HEeUWAECHTUGULIUPOBAHHAS IPUMECH - HE
oonee 0,15 %.

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

Impurity K - not more than 0.15%. /

[Ipumecs K - He 6onee 0,15 %.

Remarks : The Product confirms to ND/

Ipumeuanue: IIpoaykr coorBercTBYeT TpeboBanusm HJL

Conclusion : APPROVED /
3axmouenue: OJJOGPEHO

Hara: 01.01.2024

Hara: 01.01.2024

Prepared by / MeX= Checked by / Approved by: Manager/Executive /
Iloarotosneno: Neha Kumari | IIposepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoanTeilb

Maurya = Manoj Kumar @: &//uﬂ N
Reprint Date / Reprint Date / Reprint Date / =

JlaTa: 01.01.2024

Registeled Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel:

CIN: L85195AP1984PLC0O04507
www.drreddys.com

+01 40 4900 2900, Fav: +91 40 4900 2999, Email: mail@drreddys.com




Dr.Reddy’s Q':'

Dr. Reddy's Laboratories {td.
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 AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITpoayxt W6yxaun® Dxcnpecc (ubynpoden + napaieramon), TOPOLIOK s TPUTOTOBIEHHS pacTBoOpa
JUls TpUeMa BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2302613 Batch Quantity / : 17123.22 units /
Cepus Ne O6beM mapTuu 17123.22 equHun
Analytical Report No. / : 890001708929 Date of Analysis / : 01.01.2024
AHanmuTHyeckui otuer Neo JlaTa ananusza
Date of Manufacture / 1 12/2023 Date of Expiry / : 11/2025
Jlara npou3BOACTBA I'opeH no
Analysis performed according ND / Ananus nposesex no HJI: JII1-007239-300721
ONe Test / IlokazaTenn Result / Pe3yabTaThl Specification / Hopma
Below BDL (BDL=6570) / Individual unidentified impurity - not more
Hinie 110pora perncTparii than 0.10%. / Enuununas
IIP =6570 HeuaeHTHDUIMPOBAHHAS IPUMECH - He
( ) oonee 0,10 %.
Below BDL / Huxe niopora
perucTpaliu Total impurities - not more than 0.5%. /
CymmMa npumeceii - He 6onee 0,5 %.
9 |Uniformity of dosage units /
OAHOPOAHOCTH JO3UPOBAHMS
- ibuprofen / ubynpogren 39 Acceptance value (AV) should not be more
' than 15.0. / [Toxa3sarenb MpUeMIIEMOCTH
(AV) nomxeH 65ITh He 6onee 15,0.
aracetamol / napaueman Acceptance value (AV) should not be more
-P Pan or 3.5 than 15.0. / Ilokazarens MpUeMIIEMOCTH
(AV) momxeH 66ITh He boniee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

ITpumeuanne: [TpoaykT cooTBeTcTBYET Tpebopanusam HI

3axmouenue: OJOBPEHO

Prepared by / H&V Checked by / Approved by: Manager/Executive /

INoarorosneHo: Neha Kumari | IIposepeno: Santos@ar Onobpeno: Menemxep / PykoBoanTein
Maurya Manoj Kumar ;E &ﬂué:

Reprint Date / Reprint Date / Reprint Date / —

Hata: 01.01.2024 Hata: 01.01.2024 Hara: 01.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: 491 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

CEPTUOHUKAT AHAJIM3A
Product Tbuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg “
Iponyxt Ueyxknnn" Dkenpece (nGynpoden + napaueramod), NOPOLIOK ISk TPHTOTOBIEHHS pacTBopa

IJis TpUeMa BHYTpb, 400 mr+325 mr

Batch No. / : V2302613 Batch Quantity / : 17123.22 units /
Cepust Ne O6bem napTHH 17123.22 eaunuly
Analytical Report No. / : 890001708929 Date of Analysis / : 01.01.2024
Ananutrnueckuii oryet Ne JlaTa aHanuza
Date of Manufacture / 1 12/2023 Date of Expiry / : 1172025
JlaTa mpou3BOACTBA Topen no

Analysis performed according ND / Auanu3 nposesnes no HJI: JIT1-007239-300721

ONe Test / Iloka3zareanb

Result / Pe3yabTaThl

Specification / Hopma

10 | Microbial limits /
Muxkpobuonornyeckas 4ucToTa

02 CFU/g/
KOE/r

NIL CFU/g /
KOE/r

Absentper 1 g/
OtcyrcTBYET B IT

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

O06111e€ YHCII0 a3POOHBIX MUKPOOPraHU3MOB
- ge 6onee 1000 KOE/T.

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

OO611ee YUCIO APOXOKEBBIX U IUIECHEBBIX
rpubos - He 6onee 100 KOE/T.

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

11 | Assay / KoanyecTBeHHOE
ompejejieHHe
- ibuprofen / ubynpogren

- paracetamol / napayemamon

406.3 mg (101.6%) /
406.3 mr (101.6%)

327.4 mg (100.7%) /
327.4 mr (100.7%)

360.0 mg to 440.0 mg of Ci;3H130;
(ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 Mr
CisHis02 (ubympoden) (ot 90,0 % 1o
110,0 % OT HOMHMHAJBHOIO CONEPXKAHHUS) B
OJIHOM MaKETHUKE.

292.5 mg to 357.5 mg of CgHoNO:
(paracetamol) (90.0 % to 110.0 % of label

claim) per sachet. / Ot 292,5 mr 10 357,5 MU

Remarks : The Product confirms to ND/

Ilpumeuanue: IIpoaykT cooTBeTCTBYeT TpeboBanuam HI

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

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

Toarorosineno: Neha Kumari | IIposepeHo: Santoslg&ar Ono6peno: Menemxep / PykoBogureis
Maurya Manoj Kumar y ;Eﬂ'ﬁé :

Reprint Date / Reprint Date / Reprint Date /

Hara: 01.01.2024 ara: 01.01.2024 JHara; 01.01.2024

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel +91 10 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

@0 Formulation Unit-6
DI'. Reddy,s q... 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
Ipomykt : H6ykmuu” Dkcnpece (ubynpodet + napareramon), IOpoLIOK i IPUTOTOBIEHHs PacTBOpa
JUis ipuema BHyTpb, 400 Mr+325 mr
Batch No. / 1 V2302613 Batch Quantity / » 17123.22 units /
Cepust No O6bem napThu 17123.22 equHuL
Analytical Report No. / : 890001708929 Date of Analysis / : 01.01.2024
AHaTUTHYECKHH oTueT Ne Hara ananusa
Date of Manufacture / 1 12/2023 Date of Expiry / : 1172025
Hata npousBojcTBa l'onen no

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

ONe Test / IlokasaTenan Result / Pe3yabTaTsl Specification / Hopma
CsHoNO, (mapaueramon) (ot 90,0 % no
110,0 % OT HOMHHAIBHOTO COIEPKAHUs) B
OJHOM ITaKETHKE.

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). 9 sachets and|information leaflet in carton pack./ITo5r B
patient information leaflet in|maxeTuke u3 KOMOHMHHPOBAHHOT'O
carton pack. / Ilo 5 r B|marepuana (laMUHUPOBaHHAas
MaKeTUKE u3 | 6ymara/TIDHI1/anomiHneBas
KOMOMHHPOBAHHOTO donpra/[IDHIT). [To 6 umM 9 naKkeTHKOB
Martepuana (JJaMUHHPOBaHHAs |BMECTE C MHCTPYKLUEH 10 NPUMEHEHHIO B
6ymara/[IOHIl/antoMiHKEBas |a4Ky KAPTOHHYIO.

donsra/I[IOHII). Ilo 9

NaKEeTHKOB BMeECTe c
HHCTpYKLMEH o
TIPUMEHEHHIO B na4kKy
KapTOHHYIO.
13 |Labeling / MapkupoBKka According to ND. / B coorBerctBuu ¢ HJI.
14 |Storage conditions / Store below 25 °C. / IIpu Temmnepartype He Bbiie 25 °C.
Xpanenue
15 |Shelf life / Cpox rognocTH 2 years. / 2 ropa.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBanuaM H/I 3akmouenue: OJJOBPEHO
Prepared by/ &= Checked by / Approved by: Manager/Executive /
IToxrorosneno: Neha Kumari | I[Ipoeepeno: Santosh Kumar Onobpeno: Menemxep / PykoBojuTe b
Maurya &_ Manoj Kumar ﬁ l&!‘-ﬁfé )
Reprint Date / Reprint Date / Reprint Date / —
Hara: 01.01.2024 Hara: 01.01.2024 Jara: 01.01.2024

Registered Office: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Fel: 91 40 4900 2900, Fax: +91 40 4900 2999, Emai!: mail@drreddys.com
CIN: L85195AP1984PLC0O04A507
www.drreddys.com




Dr.Reddy’s ":'

Dr. Reddy's Laboratories ttd.
Formulation Unit-6

Vili. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA

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

CERTIFICATE OF ANALYSIS

CEPTUGHUKAT AHAJIH3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg |
[Mponyxt U6yxnnn® Dxenpece (ubynpodeH + mapareramoln), MOPOLIOK AL IPUTOTOBJICHHS pacTBOpa

JUis mpiema BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2302613 Batch Quantity / 1 17123.22 units /
Cepua Ne OObeM napTHi 17123.22 enunHni
Analytical Report No. / : 890001708929 Date of Analysis / : 01.01.2024
AHanmuTHyeckui orgyeT Ne Jara aHanusa
Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JlaTa npon3soAcTBa ["ozeH 1o

Analysis performed according ND / Ananu3 npogesien no HJI; JI[1-007239-300721

APl name / Haumenosanue ADC:

Ibuprofen sodium dihydrate /
H6ynpodena HaTpust UrHAPaT

Paracetamol / ITapaueramon

npoussogureisi [JID:

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapaueramon
API manufacturer batch number / SB1F0029 APAPE2023060685
Homep cepuu nponspoanTens ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTaHIHA FEQA00625 FEQAO00345

API Manufactured by & country /
IIpoussoaurens APC, cTpana:

BASF Corporation, USA /
BAC® Kopnopeiin, CIIIA

Granules India Limited, India /
I'panynec Uuaug Jlumuren, Uuaus

Remarks : The Product confirms to ND/
I pumeuanne: [Ipoaykr coorseTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

Prepared by / &>
IMoarorosneso: Neha Kumari

Checked by /
[Iposepeno: Santosh Kumar
Maurya &

e

Approved by: Manager/Executive /

Reprint Date /
Jara: 01.01.2024

Reprint Date /

Hara: 01.01.2024

Onobpeno: Menemxep / Pykosoauren
Manoj Kumar 3 25! LL!-?
Reprint Date /

Jara: 01.01.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2800, Fav: +91 40 4300 2999, Emai!: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




