@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITpoayxr U6ykmun” Dxcnpecc (46ynpodeH + napanetamor), OPOILOK s IPUroTOBIECHHS

pacTBopa Juisl npuema BHyTpb, 400 mMr+325 mr

Batch No. / 1 V2302617 Batch Quantity / : 25891 units /
Cepust Ne O6beM napTuu 25891 enuHuIY
Analytical Report No. / : 890001710798 Date of Analysis / 1 05.02.2024
AHanutnveckuii oruer No Jata ananuza
Date of Manufacture / 1 12/2023 Date of Expiry / : 11/2025
JlaTa npou3BoJcTBa I'oneH no

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

No Test / Ilokazarean

Result / PesynbTaThl

Specification / Hopma

1 [Description / Onucanue

White powder, with a
characteristic odor. /
ITopouiok 6Genoro 1Bera c
XapaKTepHbIM 3a[axoM.

White to off-white powder, with a
characteristic odor. / IToporoxk ot 6eyoro
JI0 OYTH 6eJioro 1BeTa, ¢ XapakTepHbIM
3alaxoM.

2 |Reconstituted solution /
BoccraHoBJIeHHBIH 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 / ORUCAHUE becupeTHbiit pacTBOop c| BecuBeTHBI pacTBOp € XapaKTEpPHBIM
XapaKTEpHbIM  3amaxoM, C| 3amaxoM, ¢ BO3MOXHBIM COJep)KaHHeM
HeOONBILIM KOJIMYECTBOM | HEOONBLIOr0 KOJMYECTBA B3BEILIEHHBIX
B3BEILIEHHBIX YACTHIL. YACTHII.

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

UBEMIHOCHIb CooTBeTcTBYET exceed color intensity of reference

standard Bo. / PacTtBop momkeH ObITh
okpamieH He Oonee WHTEHCUBHO, YeM
ATanoH Ra

3 |Dissolution time /
Bpems pacTBopeHHud

01 min 08 sec/ 01 muH
08 cex

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

4 |pH of solution / pH pacTeopa

6.4

5.8t07.8./0t15,8 n07,8.

Remarks: The Product confirms to ND/

Ilpumeyanue: ITpoayxr cootBeTcTBYeT TpeboBanusm HJ{

Conclusion: APPROVED /
3axouyenune: OJOBPEHO

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

IToarorosnexno: Ankit [IpoBepeno: Santosh Kumar Omnobpeno: Menemxep / PykosonnTens
Maurya Manoj Kumar ‘n L

Reprint Date / Reprint Date / Reprint Date /

Jara: 05.02.2024 JHara: 05.02.2024 Jara: 05.02.2024
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Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoxykr : H6ykaua” Dxenpece (uGynpodeH + napaueramont), IOPOIIOK s IPUrOTOBIEHUS
pacTBopa AJis IpUueMa BHYTph, 400 Mr+325 mr
Batch No. / 1 V2302617 Batch Quantity / : 25891 units /
Cepus Ne Obnem naptuu 25891 eqnnun
Analytical Report No. / : 890001710798 Date of Analysis / : 05.02.2024
AHanutnyeckuii otyer No Jara ananuza
Date of Manufacture / 1 12/2023 Date of Expiry / 1 1172025
Jara npousBojcTaa I'ogen no

Analysis performed according ND / Ananu3 nposenen nmo HJI: JITT-007239-300721

— Ibuprofen / ubynpoghen

— Paracetamol / napayemamon

solution (Assay section). /

ONpeiCIeHUE).

No Test / IlokazaTenn Result / PesynbTaThI Specification / Hopma
5 [dentification / [TonaunHocTh Complies / The retention times of the main peaks in
CooTBeTCTBYET the chromatograms of test solutions
A) by HPLC / BIKX should correspond to those in the

chromatograms of reference standards

Bpewms

YACPXKHBaHNHA  OCHOBHBIX IMUKOB  Ha

XpOMaTorpaMMax HCIBITYEMBIX
pacTBOPOB  JTOJDKHBI  COOTBETCTBOBATH
BpEeMeHaM yIAepKUBaHHS

COOTBETCTBYIOIIMX OCHOBHBIX NUKOB Ha
XpoMaTorpaMMax pacTBopa CTaHIapTHBIX
obpazuoB  (pasnmen «KonudyectseHHoe

Remarks: The Product confirms to ND/
IIpumeyanue: ITponykr cootBeTcTByeT TpeGoBanuam HJJ

Conclusion: APPROVED /
3akauenne: OJJOBPEHO

Hara: 05.02.2024

Hara: 05.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IMTonrorosnexo: Ankit IIposepeno: Santosh Kumar Onobpero: Menemkep / Pykosoautens

Maurya v Manoj Kumar \m ™ |
Reprint Date / Reprint Date / Reprint Date /

JlaTa: 05.02.2024

rabad = 500038, Telangang, India

Emnail: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product . Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mponykr  : H6ykmn" Dkcnpece (ubynpodeH + napaueramorn), [IOPOUIOK 11 IPUTOTOBJICHUS

pacTBopa i npueMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302617 Batch Quantity / : 25891 units /
Cepust Ne Ob6vem naptin 25891 eannun
Analytical Report No. / : 890001710798 Date of Analysis / : 05.02.2024
Ananutuyeckuit otuer Ne Jata ananuza
Date of Manufacture / 1 12/2023 Date of Expiry / : 1172025
Jara npouzBoacTa ["onen no

Analysis performed according ND / Ananus nposezen no HJT: JIT1-007239-300721

Ne | Test / IlokazaTenn Result / Pe3ynbTaThl Specification / Hopma

B) by HPLC-UV / BOKX-Y® Complies / When carrying out the "Assay" test, the
CootBercTByeT UV spectra of the test solutions should
~ Adbuprofen / ubynpopen correspond to those of ibuprofen and
— Paracetamol / napayemamon paracetamol standard solutions. / Ilpu
npoeefieHun Tecta «KonuuecTBeHHOE
ONpeneICHUE» YO-cniekTpht
HCTIBITYEMBIX PacTBOpOB JIOJDKHBI
COOTBETCTBOBATh Y®-cnektpam
CTaHAApTHBIX PacTBOpPOB HOynpodeHa u
napateramoria.

6 |Particle size / Pasmep yacTun 100 % Particle size less than 2 mm ~— not less
than 95 %; / Yactui pasmMepom MeHee

2 MM — He MeHee 95 %;

91% Particle size less than 0.25 mm — not less
than 60 %. / yacTui pasMepom MeHee
0,25 MM — He MeHee 60 %.

7 |Water/Bonxa 4.8 % Not more than 8.0 % w/w. / He 6onee
8,0 %.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumevanmue: [IpoaykT cooTBeTCTBYET TpeGoBanusam HJI 3akawuenue: OTIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: Ankit [Tposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoanrens
/ﬂ / Maurya & Manoj Kumar ”ﬁh
( (et
Reprint Date / Reprint Date / - Reprint Date /
Jara: 05.02.2024 Hara: 05.02.2024 ' Hata: 05.02.2024




Dr.Reddy’s €&¢

Dir. Reddy's Laboratories Lid
Formulation Unit-8
vill, ihol, Malagarh Road, Badd,

Distt. Solan, H.B, 173 205, INGHA

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[ponyxr U6yxnua” Dkenpece (nbynpodeH + napaueramodt), NOPOLIOK AJisl TPUrOTOBICHHS

pacTBopa AJisl ipueMa BHYTpb, 400 mMr+325 mr
Batch No. / 1 V2302617 Batch Quantity / : 25891 units /
Cepus Ne Obbem napTuu 25891 enquHHL
Analytical Report No. / : 890001710798 Date of Analysis / : 05.02.2024
AHanutuieckui oryer Ne . JlaTa aHanuza
Date of Manufacture / 1 12/2023 Date of Expiry / : 1172025
Jara nponsBoacTsa ['oneH 1o

Analysis performed according ND / Ananu3s nposezies no HJI: JII1-007239-300721

Ne Test / Ilokaszareanb

Result / Pe3ybTaThl

Specification / Hopma

8 |Related substances /
PoacTBennbie npuMecH

- ibuprofen / ubynpogen

- paracetamol / napayemamon

Below LOQ (LOQ =0.04 %) /
Huxe npenena
KOJIM4ECTBEHHOTO
onpenenerus (ITKO = 0.04 %)

Below LOQ / Huxe npenena
KOJIMYE€CTBEHHOT O
OTIpeieNIeHUsI

Below LOD (LOD = 0.01%) /
Hwuxe npenena
KOJINYECTBEHHOTO
onpenenenus (ITKO = 0.01 %)

Below BDL / Huxe nopora
perucTpanuu

Individual unidentified impurity - not
more than 0.15 %. / Enuuuynas
HeUJEHTHULIPOBAHHAs TIPUMECH - He
oonee 0,15 %.

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

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

Individual unidentified impurity - not
more than 0.10%. / ExuHu4dnas
HenIeHTUULIMPOBAHHAS IPHMECH - HE
bonee 0,10 %.

Remarks: The Product confirms to ND/

IMpumeuanune: [IpogykT cooTBeTCTBYET TpeboBaHusaM HJI

Conclusion: APPROVED /
3aknwyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Ankit ﬂ [Tposepeno: Santosh Kumar Onobpeno: Menemxkep / PykoBoautens
Maurya Y, Manoj Kumar "
e ol
Reprint Date / Reprint Date / Reprint Date /
Hara: 05.02.2024 Hara: 05.02.2024 Hara: 05.02.2024

Rejistered Ofiice: 8-2-33

Tead: #5140 40060 29
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Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponyxt : MGykans® Dxenpece (n6ynpobeH + napaueTamor), MOPOILOK A1 IPUTOTOBICHHUS

pacTBopa [l ipueMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302617 Batch Quantity / : 25891 units /
Cepus Ne O6bem naptuu 25891 enuHuly
Analytical Report No. / : 890001710798 Date of Analysis / ¢ 05.02.2024
Ananutudeckui otyer No Jlata ananuza
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Hara npouspoactea onen no

Analysis performed according ND / Anann3 nposesien no HJI: JITT-007239-300721

No Test / IlokazaTens Result / PesynabTaThl Specification / Hopma
Below LOD / Huxe npenena [Total impurities - not more than 0.5%. /
KOJIMYECTBEHHOTO Cymma npumeceii - He 6onee 0,5 %.
OIlpeAeNneHuUs

9 |Uniformity of dosage units /

OanopoanocTs. xosupoBaHHA 3.6 Acceptance value (AV) should not be
- ibuprofen / ubynpogen ' more than 15.0. / TToka3arens
npuemieMoctu (AV) nonxeH ObITh He
oosee 15,0.
Acceptance value (AV) should not be
f paracetamol / napanenanmon 3.1 more than 15.0. / ITokasaTens
npHemMIteMoCcTH (AV) J0KeH ObITh He
ooJee 15,0. B
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanue: [Tponykr cootseTcTBYET Tpebopanusam HJ| 3akmaouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

ITonrorosneno: Ankit ﬁ IIposepeno: Santosh Kumar Onobpeno: Menemxep / PykoBoanTterns

Maurya @' Manoj Kumar r@&)

Reprint Date / Reprint Date / Reprint Date /
JHara: 05.02.2024 Jara: 05.02.2024 ) Jara: 05.02.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
[TponyxT U6yxnun® Dxcnpecc (ubynpodeH + napaneramot), IOPOLIOK A IPHIOTOBIEHHS
pacTBopa ais pueMa BHyTpb, 400 Mr+325 mr
Batch No. / 1 V2302617 Batch Quantity / : 25891 units /
Cepus No O6bem napTun 25891 exuHun
Analytical Report No. / : 890001710798 Date of Analysis / ¢ 05.02.2024
AHamuTudeckui otyeT Ne Jlata ananuza
Date of Manufacture / : 12/2023 Date of Expiry / 1 11/2025
JlaTa npou3BOACTBA Iozex no
Analysis performed according ND / Ananus nposeaen no HJT: JII1-007239-300721
N Test / Iloka3zaTtenb Result / Pe3y/1bTathi Specification / Hopma
10 | Microbial limits /
MuxpoOuonornyeckasi Y4HcTOTa
NIL CFU/g/ a) Total aerobic microbial count -
1KOE/r not more than 1000 CFU/g. /
Ob61ee YUCIIO a3poOHBIX
MHKpOOpPraHu3MoB - He 6Ooxee 1000
NIL CFU/g/ KOE/T.
KOE/r b) Total combined yeasts and mould
- not more than 100 CFU/g. /
OOLIee YNCIO APONOKEBBIX U TUIECHEBBIX
Ab rpubos - He 6onee 100 KOE/r.
sent per / o . .
OrcyTcTayer B c) Eschen'chl.a coh. - shall be absent per 1
o./ Escherichia coli - orcyTrcTBue B 1 I.
11 | Assay / KoanyecTBeHHOE
onpeneenne
- ibuprofen / ubynpodghen 412.3mg (103.1%) / 360.0 mg to 440.0 mg of Ci3HisO:
412.3 mr (103.1%) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mMr no
440,0 mr C;3H;50, (ubynpoden) (ot
90,0 % nmo 110,0 % OT HOMUHAIBHOIO
COJEPKaHHUsI) B ONHOM NaKETHKE.
Remarks: The Product confirms to ND/ Conclusion: APPROVED /
IIpumeuanne: [TpoaykT coorBeTcTBYET TpeboBanusaM HJ{ 3aximwuyenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IlogrorosneHno: Ankit IIposepeno: Sanjosh Kumar Onobpeno: Meremxep / PyKoBoAHTENb
Maurya Manoj Kumar / ”’f
Reprint Date / Reprint Date / Reprint Date /
Hara: 05.02.2024 Jara: 05.02.2024 ; Hata: 05.02.2024
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 19060 2£99, Email: mail@drreddys.com

CIN: LE5195AP12084PLCODA5DY
wwwsdrreddysicom




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

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

patient information leaflet in
carton pack. / Ilo 5 r B
naKkeTHke U3
KOMOUHHPOBAHHOTO

MaTepuaia (JJaMUHUPOBAHHAs
6ymara/TIOHI/anromuHKHEBas

¢bonwra/TIDHII). [To 6
NIaKETHKOB BMECTE c
UHCTpYKLUEH no
NIPHMEHEHHIO B navky
KapTOHHYHO.

Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoayxt W6yknun® Dxenpece (ubynpoden + napaneramosn), NOPOLIOK /i IPUrOTOBJIEHHS
pacTBopa Julst npuema BHyTpb, 400 mMr+325 mr
Batch No. / 1 V2302617 Batch Quantity / : 25891 units /
Cepust Ne O6weM naptuu 25891 eguHuny
Analytical Report No. / : 890001710798 Date of Analysis / 1 05.02.2024
AHRanuTu4eckuii otTueT Ne JlaTa aHanuza
Date of Manufacture / 1 12/2023 Date of Expiry / ¢ 1172025
Jlara npoussoacTsa I'onen no
Analysis performed according ND / Ananuns nposezien no HJI: JI[1-007239-300721
Ne Test / Ilokasaresib Result / PesysanTaThl Specification / Hopma
- paracetamol / napayemamon 335.7 mg (103.3%) / 292.5 mg to 357.5 mg of CgHoNO,
335.7 mr (103.3%) (paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 2925 Mr no
357,5 mr CgHoNO, (napaueramon) (ot
90,0 % nmo 110,0 % OT HOMUHANBLHOrO
COJICpPKaHHUS) B OZIHOM MaKETHKE.
12 |Package / YuakoBka 5 ginasachet of a combination |5 g in a sachet of a combination material

(laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack. /ITo 5

B [AKETHKE W3 KOMOMHUPOBAHHOI'O
MaTepuana (JTaMHHHpOBaHHAS
6ymara/[IOHI1/amoMuHneBas

donera/[ISHIT). [To 6 uau 9 nakeTukoB
BMECTE C MHCTPYKLHUEH 10 MPUMEHEHUIO B
[ayKy KapTOHHYIO.

Remarks: The Product confirms to ND/

IIpumevanue: [Tpoaykr cooreTcTBYET TpeGoBanusam HJT

Conclusion: APPROVED /
3akmouenune: OJOBPEHO

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

Ilonrorosneno: Ankit IIposepeno: Santosh Kumar OnobpeHo: Menemxep / P}’KOBOILH b
/- Maurya @jj\' Manoj Kumar (Te

Reprint Date / Reprint Date / Reprint Date /

Hara: 05.02.2024 Hara: 05.02.2024 Jara: 05.02.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A
Product : Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykt : H6yknmu” Dxenpecc (ubynpoder + napaieramon), NOpPOLIOK sl IPUTrOTOBIEHHS
pacTBopa Jiist ipyeMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302617 Batch Quantity / : 25891 units /
Cepust Ne Ob6weM naptuu 25891 enuHuI
Analytical Report No. / : 890001710798 Date of Analysis / : 05.02.2024
AHanutudeckuii oruet Ne JlaTa aHanu3a
Date of Manufacture / 1 12/2023 Date of Expiry / » 11/2025
Jlata nponzBojcTBa I"onen no

Analysis performed according ND / Ananus nposegen no HJT: JI[1-007239-300721

Homep cepuu nponssoaurens ADC:

No Test / ITokazaTean Result / Pe3yabTaThl ] Specification / Hopma

13 |Labeling / MapknpoBka According to ND. / B cootsetrctBuu ¢ HJI.

14 |[Storage conditions / | Store below 25 °C. / IIpu Temnepatype He Bbite 25 °C. |

XpaHeHue

15 | Shelf life / Cpox rognocTn 2 years. / 2 roza.

API name / HaumenoBanue ADC: Ibuprofen sodium dihydrate /
Paracetamol / [Tapaueramont
Hbdynpodena natpus nuruapar

INN / MHH: Ibuprofen / HGynpodgen Paracetamol / ITapatieTamon
API manufacturer batch number / SB1F0029 APAPE2023060685

FP Manufacturer API Batch number

/ Homep cepuu cyOcTaHIIUE FEQA00629 FEQAO00345
npouzsoguTeas ['JID:

API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
Ipoussogutens APC, crpana: BAC® Kopnopeiiws, CILIA [panynec Unnusa Jlumuren, Unaus

Remarks: The Product confirms to ND/
ITpumeuanue: IIpogyKT COOTBETCTBYET Tpebosanysm HJI

Conclusion: APPROVED /
3akmodenne: OJJOBPEHO

Prepared by / Checked by /
Iloarorosneno: Ankit ﬁ ITpoBepeno: Santosh Kumar

Maurya @

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaureib

Manoj Kumar df;;j‘/‘“{l

Reprint Date / Reprint Date /
Hara: 05.02.2024 Hara: 05.02.2024

Reprint Date /
Hara: 05.02.2024

Banjara H

MNa, 3,

Registared Cifipe: §-2-32

ol +91 40480

e, Hyderanad - BGO054, Telangana; India

GYrpuayS.cam




