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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A
Product : Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Ipoayxr : W6yxkaun® Dxcnpece (u6ynpoden + napaneramost), NOPOLIOK /sl NPHTOTOBJIEHUS
pacTBOpa AJs1 NpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401889 Batch Quantity / : 25650.00 units /
Cepus No O6BeM napTHU 25650.00 ennHuL
Analytical Report No. / : 040002667671 Date of Analysis / : 14.10.2024
AnanuTnyeckuii oryer No JlaTa aHanuza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTta npousBoacTBa Tonen go -
| Analysis performed according ND / Ananus nposenen mo HJL: JIII-007239-300721
Ne Test / IlokazaTesnb Result / Pe3yJ1bETl>_l B Specification / Hopma
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / Ilopouok ot 6enoro
| TMopowok 6enoro upera c| AC MOHTH 6enoro 1BeTa, ¢ XapakTEePHbIM
‘ ' XapaKTEePHBIM 3aMlaXOM. SEISCNE
‘ 2 | Reconstituted solution / Colourless solution with a characteristic
BoccTraHoB/IEHHDBIH pacTBOp Colourless solution with a| odor shall be observed, may have small
characteristic odor, with small | 3mount Ouf suspended  particles. /
- appearance / ONUCAHUE amount of suspended BecuperHrlii pacTBOp € XapaKTepHBIM
J particles. /  Becusetbli 3aMaxoM, C BO3MOXHBLIM COJEpKaHHEM
HebOJIBLIOTO  KOJUYECTBA B3BELICHHBIX
pacTtBOp € XapaKTEPHBIM | yacryy,
3amaxoM, ¢  HeOOJbIIUM
KOJNIM4YECTBOM  B3BELUEHHBIX
YJaCTHL.
Ne | Test / IlokaszaTeib [ Result / PesyibTarsl [ Specification / Hopma f
- Color of the solution / . Complies / Color intensity of the solution does not
HeemHocmp CooTBeTCTBYET exceed color intensity of reference
standard Bo. / PacTBOp nomxkeH ObITb
oKpauieH He OoJiee UHTCHCHBHO, YEM
| | aranoH Bo.
3 | Dissolution time / | 0l min08sec/01 muu08 cex | Not more than S min. / He 6071ee 5 MuH.
| Bpemsi pacTBOpEHHS -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT coorBeTcTBYeT TpeboBanusam HJJ| 3akmoyenune: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: Pardeep Kumar | IlpoeepeHo: Pawan Kumar Onobpeno: Menemxkep / PykoBoauTenb
QL’/ Amit Kumar S
g - P
Reprint Date / Reprint Date /* Reprint Date /
Jara: 14.10.2024 JlaTta: 14.10.2024 Jarta: 14.10.2024

Registered Officer 8-2-337, Road No. 3, Banjara Hills, Hyderabac - 500024, Talancana, India
Tel: +91 40 4960 2800, Fax, =91 40 4900 2099, Email: mail@deddys com
Clid: L351954P1934PLCO0ES0T
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Dr.Reddy’s ‘;‘

— Ibuprofen / ubynpoghen

— Paracetamol / napayemamon

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IponykTt Uo6yknun® Dxcnpece (u6ynpoden + napaueramMod), NOpOMIOK AJIs IPATOTOBJIEHHST
pAcTBOpA [Jis1 IpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2401889 Batch Quantity / : 25650.00 units /
Cepusn Ne O6bem napTHu 25650.00 eqmuun N
Analytical Report No. / : 040002667671 Date of Analysis / : 14.10.2024
AHanuTH4ecKuii oTyeT No JlaTa ananuza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTta npousBoacTBa T'onen no
Analysis performed according ND / Ansanns nposeaen no H/I: JIII-007239-300721 -
Ne | Test / Ilokasarenn Result / Pe3yaLTaThl Specification / Hopma
4 | pH of solution / pH pacTBOpa 6.5 5.8t07.8./015,8 no 7,8.
5 [dentification / IlopiinHHOCTH Complies / The retention times of the main peaks in
1) by HPLC / BIXKX CooTBercTBYET the chromatograms qf test solutions should
correspond to those in the chromatograms |
—~ Ibuprofen / ubynpogen of reference standards solution (Assay
section). / BpeMst yaepK1BaHU S OCHOBHBIX
— Paracetamol / napayemamon IMKOB Ha XpOMaTOrpaMmax HCHBITYEMbIX
pacTBOpPOB  JOMKHBI  COOTBETCTBOBATH
BpeMeHam YIEepXKUBaHUS
COOTBETCTBYIOIUUX OCHOBHBIX [MKOB Ha
XpoMarorpaMMax pacTBOpa CTaHIapTHBIX
obpazuoB  (pasmen «KonuuectBeHHoe
- OIIPEAENEHUE).
B) by HPLC-UV / BOXX-Y® ~ 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. / [lpu
nposefeHud Tecta «KomuuectBeHHOE
onpenenenney Y O-CreKTpbl UCMBITYEMbIX
PacTBOpPOB JA0JKHBI COOTBETCTBOBATH Y D-
CIEKTPaM  CTAHJApTHBIX  PacTBOPOB
ubynpodena u napaneramornia.

Remarks : The Product confirms to ND/

IIpumeuanne: [Tpoaykt coorBeTcTBYeT TpeOoBanusaM HJT

Conclusion : APPROVED /
3axkmrouenue: OJOBPEHO

Prepared by /
IToarotoeneno: Pardeep Kumar

= —

Checked by /
[Tpoeepeno: Pawan Kumar

ya

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaureib
Amit Kumar

D

Reprint Date /

Hata: 14.10.2024 JlaTa:

Reprint Date /

14.10.2024

Reprint Date /
Jara: 14.10.2024

an
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

PoxcrBeHHbIE NPUMECH
~ibuprofen / ubynpoghen

- paracetamol / napayemamon

Below LOQ (LOQ = 0.04 %) / Huxe
npenena KOJINYECTBEHHOTO

CEPTHO®UKAT AHAJIU3A
[Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMpoayxT H6ykaun® Jkenpece (ubynpoden + napaneTamo), IOPOLIOK AJIsi IPHTOTOBJICHHS
pacTBoOpa AJisl IpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2401889 Batch Quantity / : 25650.00 units /
Cepusi Ne Q0bem napTuu 25650.00 eayuuI |
Analytical Report No. / : 040002667671 Date of Analysis/ : 14.10.2024
AHaJauTH4ecKHii oTueT No JlaTa anajinza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jlata npou3BoicTBa - Tonen 1o - - |
Analysis performed according ND / Ananus nposened no HJI: JITI-007239-300721 - |
 Ne | Test / IlokazaTenn Result / Pe3yabTaTht | Specification / @pma
6 ‘I’article size / Pa3Mep uacTtul 100 % Particle size less than 2 mm — not less
than 95 %; / YacTui pazMepomM MeHee
2 MM — He meHee 95 %;
94% Particle size less than 0.25 mm — not less
than 60 %. / 4acTuLl pa3MeEpPOM MeHee
0,25 MM — He MeHee 60 %.
7 |Water/ Bona 5.6 % Not more than 8.0 % w/w. / He 6onee
8,0 %.
8 [Related substances /

Individual unidentified impurity - not more
than 0.15 %. / Enunu4xas

onpenenenus (JIKO = 0.04 %)

Below LOQ/ Hmxe npenena
[KOJIM4ECTBEHHOrO ONpeeIeHHs

Below LOD (LOD = 0.01 %)/ Huxe
npeaena obHapyxenus (I1IO = 0.01
o)

HeuJeHTHHLIHPOBAHHAS [IPUMECE - HE
oonee 0,15 %.

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

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

Remarks : The Product confirms to ND/

IIpumeuanme: [Ipoaykt coorsercTBYET TpeboBanusaM H]I

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITogroroeneno: Pardeep Kumar | ITposepeno: Pawan Kumar Onobpeno: Menemxkep / PykoBoautens
- Amit Kumar s
o fa s
Reprint Date / Reprint Date / Reprint Date / !
Jlara: 14.10.2024 Hdara: 14.10.2024 JlaTa: 14.10.2024




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Ho6ykmnn® Jxenpece (u6ynpoden + napaneramod), NOPOLIOK A5 IPUTOTOBJIEHUS]
pacTsBopa AJs NpueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401889 Batch Quantity / : 25650.00 units /
Cepus Ne O6bem napTun 25650.00 exnuuL
Analytical Report No. / : 040002667671 Date of Analysis / : 14.10.2024
Anaautuyeckuii oryet Ne JlaTa ananusa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JaTa npou3BoACTBA T'ogen o -
Analysis performed according ND / Ananus nposegen no HJI: JITI-007239-300721 o
[ Ne Test / IlokasaTesn Result / Pe3yabTaThl Specification / Hopma |
i Below BDL (Disregard Area 6349) [Individual unidentified impurity—- not
Huzke nopora perucrpaumu (TP more than 0.10%. / ExunuuHas
Area 6349) HeHIeHTHPHLIMPOBAHHAS IPUMECH - HE
. oounee 0,10 %.
IEBeIOW BDL/  Hwxe  noporaTota] impurities - not more than 0.5%. /
perucTpalnn CymMa nipumeceii - He 6onee 0,5 %.
9 |Uniformity of dosage units /
O Lo — Acceptance value (AV) should not be .
more than 15.0. / [lokazarens |
- ibuprofen / uoynpodghen 5.1 npuemneMocTy (AV) nonxeH ObiTh He
bonee 15,0.
Acceptance value (AV) should not be
' 1/ 24 more than 15.0. / Ilokazatens
PRaracetanior/ Ranayenianon ) npuemMneMocTy (AV) no/keH ObITh He
oonee 15,0.
10 | Microbial limits / NIL CFU/g/ a) Total aerobic microbial count - not
Mukpo6HoJornyeckas YMCTOTa KOE/r more than 1000 CFU/g. /
O0bee YHUCITO a3poOHBIX
MUKpPOOpPraHusmoB - He 6onee 1000 KOE/T,
NIL CFU/g/ b) Total combined yeasts and mould
KOE/r - not more than 100 CFU/g. /
OO01ee 4MCIO OPOXOKEBBIX M IJIECHEBBIX
rpubos - He 6onee 100 KOE/T.
¢) Escherichia coli - shall be absent per 1
RS L g./ Escherichia coli - orcyTcTBue B 1 T

Remarks : The Product confirms tao NMTY/

Conelur

inn 1 APPROVED/

Ilpumedanne: ITpoaykt cootsercTBYeT TpeboBanusm HJJ 3axaouenue: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarororseHo: Pardeep Kumar | IIpoeepeno: Pawan Kumar Onobpeno: Menemxep / PykoBogutesb
Qﬁ/‘" g Amit Kumar I R .
= J [ /
Reprint Date / Reprint Date / Reprint Date / :
Jara: 14.10.2024 Jarta: 14.10.2024 Hara: 14.10.2024

vdarnbaa - 53

i mail®e

W34, Telangona, India

Irregilys.com




Dr.Reddy’s Qf’.

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr Ho6ykann® Dxcnpece (ubynpoden + napaneramolr), HOpOLIOK JJst IPUTOTOBICHHS]
pacTBopa JJisl IpuemMa BHYTpb, 400 mr+325 mr
Batch No. / : V2401889 Batch Quantity / : 25650.00 units /
Cepus Ne O6beM napTuu 25650.00 enuuny
Analytical Report No. / : 040002667671 Date of Analysis / : 14.10.2024
Anagutuveckunii orger Ne Jlara ananausa
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
HaTa nmpousBocTBa T'open no |

Analysis performed according ND / Ananus IIP_OBe}IeH nmo HA: JITI-007239-300721

Result / PesyabraThl

- ibuprofen / uoynpogren

- paracetamol / napayemamon

Specification / Hopma

j Ne Test / IlokazaTennb
OrcyTcTByET B IT
11 '._Assay / Kosmuecrsennoe|
omnpeesieHHe

382.6 mg (95.6%) /
382.6 Mr (95.6%)

320.0 mg (98.5%) /
320.0 mr (98.5%)

360.0 mg to 440.0 mg of Ci;3H;50;
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr mgo
440,0 mr Ci3Hi1s0; (ubynpoden) (ot
90,0% mo 110,0% oOT HOMHUHAIBHOIO
COAepxkaHusl) B ONHOM MakeTHKe.

292.5 mg to 357.5 mg of CgHoNO,
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr no
[357,5Mmr CsHoNO, (napaueramosn) (oT
90,0 % no 110,0 % OT HOMHHAIBHOTO |
coJiepKaHusl) B OJHOM NaKeTHKE. '
|

Remarks : The Product confirms to ND/
ITpumeuanne: [Iponykr coorBeTcTBYeT Tpeboanusm HI{

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
[Toprororneno: Pardeep Kumar

Checked by /
ITporepeno: Pawan Kumar

F

Approved by: Manager/Executive /
Onobpeno: MeHenxep / PykoBoautesb

Amit Kumar -

Reprint Date /
Jara:

Reprint Date /
14.10.2024 Jara: 14.10.2024

Reprint Date /
Hara: 14.10.2024

v

fagistered Officse: §
Tel #3214




Dr.Reddy’s €3¢

Ne
12

Package / Ynakoska

Test / Iloka3aTennb

Analysis performed accordi_ng ND / Ananns nposeaend no HJI: JII1-007239-300721

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT H6yxmun® Dxcnpece (uOynpodeH + napaneramo), HOPOLIOK AJisi IPHIOTOBJIEHHS]

pacTBOpa [Ji npHeMa BHYTpPb, 400 mr+325 mr N
Batch No. / 1 V2401889 Batch Quantity / : 25650.00 units /
Cepus Ne O0bem napTun 25650.00 enviHun 4‘
Analytical Report No. / : 040002667671 Date of Analysis / : 14.10.2024
AHajguTHYecKHii oT4yeT No JaTa aHanuza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
Jata npoussoacTBa TI'open fo -

Result / Pe3yabTaThl

Specification / Hopma

material
paper/LDPE/aluminum
foil/LDPE). 6 sachets

patient information leaflet in|B

carton pack. / I'To 5 r B nakeTuke
u3 KOMOHHUPOBAHHOIO
Marepuana

oymara/TIDHIT/amoMuHueBas
¢onsra/I[IOHII). Ilo 6
| MAKETHKOB BMeCTe c

| MHCTPYKLMEH 10 MPUMEHEHHIO

B IMa4Ky KapTOHHYIO.

13 |Labeling / MapkupoBKka

14 |Storage conditions /
XpaHneHue

(laminated | (laminated

MaKeTUKe M3
MarepHana
oymara/[19HI1/anoMuHKeBas

(namunupoBansas | ponsra/[13HIT). ITo 6 unu 9 nakeTukos
BMECTe C HHCTPYKUHEl Mo MPHUMEHCHHIO B

MayKy KapTOHHYIO.

|5 gin a sachet of a combination |5 g in a sachet of a combination materiali
paper/LDPE/aluminum |
foil/LDPE). 6 or 9 sachets and patient
and | information leaflet in carton pack. /ITo 5T
KOMOMHHUPOBAHHOrO

(lTaMuHHpOBaHHas

According to ND. / B cootserctsuu ¢ HJI.

Store below 25 °C. / [1pu Temneparype He Bbille 25 °C.

15

Shelf life / Cpok rogHocTH

2 years. / 2 roja.

Nemarks - The Praduet confirma to NTY
TMpumeyanue: [Ipoaykt coorBeTcTBYET TpeboBanusm HJI

Caonclugion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

IMoaroroeneno: Pardeep Kumar

Checked by /
[IpoBepeHo: Pawan Kumar

£

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoaurtens
Amit Kumar

Nz

f

Reprint Date /

Jara: 14.10.2024

Reprint Date /
Hara: 14.10.2024

Reprint Date /
Jara: 14.10.2024

\]




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT Hoyxaun® Dxenpece (uGynpoden + napaueTamMmot), NOPOLIOK /s IPUrOTOBJIEHHS

pacTBopa A5 npueMa BHYTpb, 400 Mr+325 mr N
Batch No. / : V2401889 Batch Quantity / + 25650.00 units /
Cepus Ne O0bem napTuu 25650.00 enunun
Analytical Report No. / : 040002667671 Date of Analysis / : 14.10.2024
AHaJIUTHYEeCKHUIT oTdeT No Jarta ananusza
Date of Manufacture / : 08/2024 Date of Expiry / : 07/2026
JlaTa mpoH3BOJACTBA I'ogen no

_Analysis performed according ND / Ananu3s nposeaen no HJ: JIIT-007239-300721

API name / Haumenosanue ADC:

Ibuprofen sodium dihydrate /
Hoynpodena HaTpust AMruapar

Paracetamol / [Taparieramon

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapauieramon
API manufacturer batch number / SB2F0004 APAPE2023060630
Homep cepun nponspoautens ADC:

FP Manufacturer API Batch number /
Homep cepun cyGcTaHImuH FEQAO00628 FEQAO00453

npouzpoautens I'JId:

API Manufactured by & country /
Hpoussogutenr APC, crpana:

BASF Corporation, USA /
BAC® Kopnopeiin, CILA

Granules India Limited, India /
['panynec Unaus Jlumurten, Muous

Remarks : The Product confirms to ND/
Ilpumeuanue: [Iponykt cooTBeTcTBYET TpeboBaHusM HJI

Cunclusion : APPROVED /
3akiawdenne: OJJOBPEHO

Prepared by /
INoaroroeneno: Pardeep Kumar

f—

Checked by /
ITpoBepeno: Pawan Kumar

-

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoAUTENb

Amit Kumar s

Reprint Date /
Jata: 14.10.2024

Reprint Date /
Jarta: 14.10.2024

Reprint Date /
JHata: 14.10.2024




