Dr.Reddy’s ":‘

D, Reddy's Labarato

Formulation Unit-6
Viil. Khol, Nalagarh Roa

Distt, Solan. H.P, 173 205, |

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAykT : N6ykaun® Ixenpece (uGynpoden + napaneramod), NOPOUIOK AJIsi NPHIOTOBJICHHS
pACTBOPA AJIsl pHeMa BHYTPb, 400 Mr+325 mr B
BatchNo. / : V2402075 Batch Quantity / : 17201.22 units /
CepHi No O6nem mapTHH 17201.22 eannuni ]
Analytical Report No. / : 040002693046 Date of Analysis / : 15.10.2024
AHaJIITHYECKHI oTueT Ne JlaTa anaam3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
Jlara npouzBoacTna Tonen go
Analysis performed according ND / Ananus nposesien no HJL: JIT1-007239-300721
| Ne |  Test/IlokasaTenr Result / Pe3ysibTaThl Specification / Hopma |
| 1 |Description/ Onucanne White powder, with a White to off-white powder, with a
' characteristic odor. /| characteristic odor. / Tlopowok ot 6enoro
[Mopowok 6enoro LBeTa €| A0 MOUTH Oeoro uUBeTa, ¢ XapakTepHbIM
XapaKTepHbIM 3aMaxoM. 3anaxoM.
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccTaHOBJIEHHBII pacTBOP characteristic odor, with small | odor shall be observed, may have small
| amount of suspended | amount of suspended particles. /
- appearance / onucanue | particles. /  BecuserHblil | BecupeTHbIi pacTBOp € XapaKTEpHLIM
pacTBOp €  XapaKTepHbIM | 3alaxoM, C BO3MOXHBIM COJEpKaHHEM
3anaxoM, ¢  HeboJbIkM | HEOGONBLIOTO  KOJHWYECTBA  B3BELICHHBIX
KOJMYECTBOM  B3BEIUEHHBIX | YaCTHLI.
4acTHLL. -
Ne | Test / IToka3zaTe/b Result / PesyabTathl | Specification / Hopma
- Color of the solution / Complies / 'Color intensity of the solution does not
yeemHocms CoOTBeTCTBYET exceed color intensity of reference standard
By. / PacTBOp noDKeH ObITh OKpallieH He
L | 6oree HHTEHCHBHO, YeM 3TaJIOH By. B
3 |Dissolution time / 01 min 05 sec/ 01 mun 05 cex | Not more than 5 min. / He Gonee 5 MuH. |
Bpemst pacTBOpeHHs -
4 |pH of solution / pH pacTsopa 6.4 5.8t07.8./015,8 5o 7,8.
| = e -
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Iponykr coorBeTcTayeT Tpebosantam HIT 3axmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTtosneno: Rama Kant ITposepeHo: Pardeep Kumar Onobpeno: Menemxep / PykoBoaurelb
= Amit Kumar <\
Reprint Date / Reprint Date / Reprint Date / ;
Hara: 15.10.2024 Hara: 15.10.2024 Mara: 15.10.2024

Registered Office: 8-2-337, Road No. 3, Banjaia Hills, Hyderabad - 500024, Telangs

Tel: +91 40 4260 2800, Fax: +0

CIN: 18
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIA3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IlpoAYykT Ho6ykmun® Dxcnpece (nOynpoden + napaneramMmor), HOpoOLUIOK il IPHTOTOBJIEHHS]
pacTBopa sl NpueMa BHYTpb, 400 mr+325 mr
BatchNo. / : V2402075 Batch Quantity / : 17201.22 units /
CepMi No O0bem napTHu 17201.22 eauHuL
Analytical Report No. / : 040002693046 Date of Analysis / : 15.10.2024
AnaJITHYeCKHii oTueT No JaTa anaausa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JaTa Ipou3BoCcTBA T'onen no
Analysis performed according ND / Anann3 nposenen no HJI: JII1-007239-300721
Ne | ~ Test/IlokasaTenan Result / PesysbTaTst Specification / Hopma |
5 [dentification / IlogiuHHOCTH Complies / ' The retention times of the main peaks in the
4) by HPLC / BIKX CooTBeTCTBYET 'chromatograms of test solutions should
correspond to those in the chromatograms of
~ Ibuprofen / ubynpogen ‘reference  standards solution (Assay
section). / BpeMs ynepKHBaHUsI OCHOBHBIX
| ~ Paracetamol / napayemamon MHKOB HAa XPOMATOTPaMMaX MCIBITYEMBIX
pacTBOpPOB  JOJKHBI ~ COOTBETCTBOBATh
BpeMeHaM YAEpKUBAHUS
| COOTBETCTBYIOLMX OCHOBHBIX IHKOB Ha
XpoMaTorpaMmax pacTBopa CTaHAapTHBIX
obpasuoB  (pazgen  «KonnM4ecTBEHHOE
[ ONpeNeIEHHED). -
i B) by HPLC-UV / BOXXX-Y® Complies / When carrying out the "Assay" test, the
CootBeTcTBYET UV spectra of the test solutions should

~ Ibuprofen / ubynpogpen

~ Paracetamol / napayemamon

correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoBeeHd  Tecta  «KoanyecTBEHHOE
onpezneneHne» Y®-CneKTpbl HCIBITYEMbBIX
PacTBOPOB JOJKHBI COOTBETCTBOBATh Y @-
CIEeKTpam CTaHJapTHBIX pacTBOpPOB
nbynpodeHa 1 napaneramona.

Remarks : The Product confirms to ND/
Ilpumeuanue: [TponykT cootBercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
3axkmouenue: OJIOBPEHO

Prepared by /
[ToarorosaeHo: Rama Kant

Bl

Checked by /
[TpoBepeHo: Pardeep Kumar

<L —

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens

Amit Kumar -
At

§

Reprint Date /
Jata: 15.10.2024

Reprint Date /
Jarta: 15.10.2024

Reprint Date / Y
Jara: 15.10.2024

Registerad Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - 500034, Tzlangana, India
Tel: +81 4¢ 41900 2900, Fax: +81 10 4900 2999, F

CIN: L85

il: mail@drreddvs,com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product  : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
HpoAykr : M6ykmun® Dxenpece (HGynpoden + mapaneramo.r), HOPOIIOK At NPHTOTOBJIEHHUS]

pacTBOpa Al pHeMa BHYTpb, 400 Mr+325 mr
BatchNo. / : V2402075 Batch Quantity / : 17201.22 units /
CepHi No Q0beM mapTHH 17201.22 enuHuL
Analytical Report No. / : 040002693046 Date of Analysis / : 15.10.2024
AnaJiiTuyeckuii oTuer Ne JlaTa anaau3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa Nponu3BOACTBA TI'onen no

Analysis performed according ND / Ananu3 npoeeaen no HJI: JIII-007239-300721

Specification / Hopma

_ &_: ~ Test/IlokasaTean Result / Pe3yibTaThbt 1a
Particle size / Pazmep yacTHn 100 % | Particle size less than 2 mm — not less
i than 95 %, / YacTHi pa3mepoM MeHee 2 MM
— He MeHee 95 %;
96 % Particle size less than 0.25 mm — not less
than 60 %. / 4acTuL pasMepoM MeHee
0,25 MM — He meHee 60 %.
| | |
| 7 |Water/Boga 3.6 % Not more than 8.0 % w/w. / He Gonee 8,0 W
1
8 [Related substances / |

PoacTrBenHnnie IIpUMeCcH

- ibuprofen / uobynpogen

[Below LOQ (LOQ = 0.04 %) /
Hwxe npenena
KOJIHYECTBEHHOTO
onpenenenus ([TIKO = 0.04 %)

Below LOQ / Huwxe npenena
KOJIM4E€CTBEHHOTO
onpeaeaeHus

[ndividual unidentified impurity - not more
than 0.15 %. / Exnanynas
HeMACHTU()ULMPOBAHHAS IPUMECH - HE
Honee 0,15 %.

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

Remarks : The Product confirms to ND/

IMpumeyanue: I1ponyKT COOTBETCTBYET TpebosaHuaM HJL

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

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

IToprotosaeno: Rama Kant ITporepeno: Pardeep Kumar Onobpeno: Menempxep / PykoBoautens
{) . P Amit Kumar e

Reprint Date / ) Reprint Date / Reprint Date / v

Hara: 15.10.2024 Hara: 15.10.2024 Hara: 15.10.2024

Registerad Office: 8-3-337,




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJIM3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
I[MpoAykr H6ykaun® Dxenpece (ubynpoden + napaueramou), NOPOIOK AJIsl IPHIOTOBJIEHHS
pacTBOpA JAJIs IpUeMa BHYTpb, 400 Mr+325 mr

BatchNo. / : V2402075 Batch Quantity / : 17201.22 units /
CepHs Ne O0beM napTHyu 17201.22 ennuuil
Analytical Report No. / : 040002693046 Date of Analysis / : 15.10.2024
AHaJliTHYeCKHii oTueT Ne JlaTa aHaJu3a

Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026

JlaTa npousBoacTBa TI'onen no

Analysis performed according ND / Anann3 nposeges no HJI: JIIT-007239-300721
N | Test / Iloka3zaTesb Result / Pe3ybTaThl | Specification / Hopma

- paracetamol / napayemanon

Below LOD (LOD = 0.01 %) /
Hioke npenena obHapyxeHus
(IO =0.01 %)

Below LOQ (LOQ = 0.04 %) /
Huxe npenena

KOJIMYECTBEHHOTO
onpenenenus (ITKO = 0.04%)

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

Individual unidentified impurity - not more
than 0.10%. / EnuHuunas
HeuaeHTHhHLHPOBaHHAS IPUMECH - HE
oonee 0,10 %.

Below LOQ / Huxe npenena [Total impurities - not more than 0.5%. /
KOJIN4ECTBEHHOTO Cymma npumeceii - e 6onee 0,5 %.
onpefeneHus
|
9 Uniformity of dosage units /
OxHOPOOHOCTH XO3UPOBAHHUS
- ibuprofen / ubynpogren 2.3 Acceptance value (AV) should not be more
than 15.0. / IToka3aTesnb NpUeMJIEMOCTH
(AV) nomxken ObITh He Oonee 15,0.
[ —— 33 Acceptance value (AV) should not be more
. P pau than 15.0. / [TokazaTens npueMiIeMOCTH
| | (AV) nomkeH ObITh He 6oiee 15,0.

Remarks : The Product confirms to ND/

ITpumeuanue: I1poaykt cooTeTcTBYeT TpeboBanuam HJI

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

Prepared by /
IToarorosneHo: Rama Kant

Checked by /
ITpoBepeno: Pardeep Kumar

e 3

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Amit Kumar

< —
—

Reprint Date /
Hata: 15.10.2024

Reprint Date /
Hata: 15.10.2024

Reprint Date /
Hata: 15.10.2024

v




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Product  : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoayktr : W6ykann® Ikenpece (ubynpoden + napaneramo), NOPOLIOK JJisi NPHIOTOBJIEHHs
pacTBOpa AJisl mpHeMa BHYTpPb, 400 Mr+325 mr
BatchNo. / : V2402075 Batch Quantity / : 17201.22 units /
Cepun Ne O6bem napTuu 17201.22 enqvHun
Analytical Report No. / : 040002693046 Date of Analysis / : 15.10.2024
AnaJiuTvyeckuii oryer Ne JlaTa anajiuza
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
Jlata npou3BoacTBa I'ogen oo

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

Ne | Test/Ilokasarenn [ Result / PesysibTaTsl
10 | Microbial limits /|
MuKpoOHOJIOrHYecKas YHCTOTa | NIL CFU/g/
KOE/r
NIL CFU/g/
KOE/r

Absent per 1 g/
OtcyTcTByeT B 1r

Specification / Hopma

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

{Ob1ee yncno ad3poOHbIX MUKPOOPraHH3MOB
l- He 6onee 1000 KOE/r. ;
Fb) Total combined yeasts and mould -]
not more than 100 CFU/g. /

[OO1ee 4UCIO APOMOIKEBBIX W TIIECHEBBIX
|rpu60|3 - He 6onee 100 KOE/r.

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

11 | Assay / KonnuecTBeHHOE
onpenaesieHue

- ibuprofen / ubynpogen

- paracetamol / napayemamon

| 396.0mg(99.0%)/
396.0 Mr (99.0%)

323.0 mg (99.4%) /
323.0 mr (99.4%)

360.0 mg to 440.0 mg of CisHisO2
(ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 mr
Ci3HisO2 (ubynpogen) (ot 90,0 % no
110,0 % OT HOMHHAJIBHOTO CONEPKAHHS) B
OJIHOM TaKeTHKE.

J

2925 mg to 357.5 mg of CsHoNO:
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mr 1o 357,5 mr

| CsHoNO, (napaueramon) (ot 90,0 % no

Ilpumeuanme: [TpogykT cooTse

Remarks : The Product confirms to ND/

TcTBYeT TpeboBanusam HJ

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /

[ToArOTOBNEHO: RW

Checked by /
IIposepeno: Pardeep Kumar

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

Reprint Date / ‘
Hara: 15.10.2024

Reprint Date /

Jara: 15.10.2024

Amit Kumar L
N
V

Reprint Date /
Jata: 15.10.2024




Dr.Reddy’s ":"

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IpoAykT Ho6ykmun® Dxenpecc (n6ynpoden + napaueramoi), IOPOIOK sl IPHIOTOBJIEHHS

pacTBOPA IS NpHeMa BHYTPb, 400 mr+325 mr
BatchNo. / : V2402075 Batch Quantity / : 17201.22 units /
CepMa Ne O6beM mapTHH 17201.22 enuuu
Analytical Report Ne. / : 040002693046 Date of Analysis / : 15.10.2024
AHaJIMTHYECKHIT oT4eT No Jlara ananu3a
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JaTa npousBoacTaa TI'open no

Analysis performed according ND / Anasn3 nposegen nmo HJI: JIIT-007239-300721

N |

Test / Iloka3zareib

Result / Pe3yabTaThl

Specification / Hopma

12

Package / YnakoBka

5 ginasachet ofa combination

material (laminated
paper/LDPE/aluminum
foil/LDPE). 9 sachets and

patient information leaflet in
|carton pack. / I[lo 5 r B
TIaKeTHKe u3
KOMOMHUPOBAHHOTO

Mmarepvana (JaMUHHpOBaHHAs
oymara/II1DHI1/anromuunesas

110,0 % OT HOMHHAJILHOT'O COAEPKAHMSA) B
OJTHOM T1aKETHKE.

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./ITo5r B
MaKeTHKe 13 KOMOWHHPOBAHHOTO
marepuana (namMMHMpOBaHHas! |
oymara/[19HI1/anomMuHeBas
donbra/[ISHII). ITo 6 i 9 nakeTHkos
BMECTE C MHCTPYKIIMEH Mo NPUMEHEHHIO B
naukKy KapTOHHYIO.

¢donsra/I[12HII). ITo 9
NaKeTHKOB BMecTe c
| UHCTpYKUHEH no
' NPUMEHEHHIO B navyKy
KapTOHHYIO.
13 |Labeling / MapkHpoBKa According to ND. / B coorBerctBuu ¢ HJI.
14 |Storage conditions / B Store below 25 °C. / [Ipu Temnepatype He Bbllle 25 °C.
Xpanenne
" 15 |Shelf life / Cpoxk roguoctn |2 years. / 2 roza. -

Remarks : The Product confirms to ND/
ITpumeuanue: [1poaykT cooTBeTcTBYET TpeboBanHusam HJL

3aKJno

Conclusion : APPROVED /

yenune: OJJOBPEHO

Prepared by /

ITogrorosyieHo: Rama Kant

Checked by /
[TpoBepeno: Pardeep Kumar

Approved by: Manager/Executive /
Onobpeno: Meunemxkep / PykoBoaurens

‘]’” Amit Kumar

-
Reprint Date / [ Reprint Date / Reprint Date / v
Jata: 15.10.2024 Hdara: 15.10.2024 Hara: 15.10.2024




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
MpoAykr : H6ykaunu® Ixcnpece (uGynpoden + napaneramos), NOpPOILIOK AJIs NPHIOTOBIIEHHUS

pacTBOpA 15 puemMa BHYTpb, 400 mr+325 mr
Batch No. / : V2402075 Batch Quantity / : 17201.22 units /
Cepnsa Ne O0bem napTHH 17201.22 eanHuLl
Analytical Report No. / : 040002693046 Date of Analysis / : 15.10.2024
AHaJluTHYeCKRii oTyeT Ne Jara ananusa
Date of Manufacture / : 09/2024 Date of Expiry / : 08/2026
JlaTa npousBojacTBa T'open 1o
Analysis performed according ND / Anamu3 nposeaen no HJI: JIT1-007239-300721

API name / Haumenosanue ADC:

Ibuprofen sodium dihydrate /
Hoynpodena HaTpust AUTHAPAT

Paracetamol / [TapaneTamon

npouszsoaurensi [JID:

INN / MHH: Ibuprofen / UGynpoden Paracetamol / [Tapaneramon
API manufacturer batch number / SB2F0004 APAP/24040591
Homep cepuu npouspoautenss ADC:

FP Manufacturer API Batch number /

Homep cepun cy6cTannuu FEQA00628 FERA00433

API Manufactured by & country /
IIpoussoautens APC, cTpaHa:

BASF Corporation, USA /
BAC® Kopnopeiims, CIIA

Granules India Limited, India /
['panynec Uuaus Jlumuten, Muaus

Remarks : The Product confirms to ND/

Conclusion :

APPROVED /

IIpumeuanne:

ITponyxT cooTBeTCTBYET TpeboraHusM HJI

3akmouenne: OJOGPEHO

Prepared by /

TTonrororieno: Rama Kar&

Checked by /

[Tposepeno; Pardeep Kumar
¥

M -

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBogurens

Amit Kumar .
/\/ :/

Reprint Date /

Jara: 15.10.2024

L)

Reprint Date /
Jara: 15.10.2024

Reprint Date / Y
Hara: 15.10.2024




