Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg

[Ipoaykr H6ykann® Ixenpece (ubynpoden + napaneramod), NopoIoK AJist IPHIOTOBJIEHHUS
pacTBopa JJIsl IpHeMa BHYTPb, 400 mr+325 mr

Batch No. / : V2500034 Batch Quantity / : 25981.33 units /

Cepusi Ne O6bem napTuH 25981.33 enunuy,

Analytical Report No. / : 040002789550 Date of Analysis / : 24.01.2025

AHaJuTHYecKHi oTueT Ne JlaTa aHaJH3a

Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026

Jara npou3sBoACTBA T'ogen no

Analysis performed according ND / Anaan3 nposegen no HJI: JIT1-007239-300721

Specification / Hopma ‘

Ne | Test / Iloka3zaTenn Result / PesyibTaThl
1 |Description / Onmucanne White powder, with a
characteristic odor. /

[Mopowiok ©Oenoro 1Bera ¢
XapaKTEepHbIM 3aM1aXoM.

White to off-white powder, with a‘
characteristic odor. / I[Topowok ot 6enoro |
0 NOYTH OEeJoro LBETa, C XapaKTEPHBIM |
3anaxom.

2 | Reconstituted solution /
BoccraHoBIEHHBIH PacTBOP

Colourless solution with a|
characteristic odor, with small

Colourless solution with a characteristic|
odor shall be observed, may have small
amount of suspended particles. /
BecuBeTHbIli pPacTBOpP C XapakTEpHBIM |

- appearance / onucatnue e of suspended
| pasticles, 1 JBecumerms 3al1axoM, C BO3MO)KHBIM COJEpPIKaHHMEM
He6GOJbIIOr0 KOJMMYECTBA B3BELUCHHBIX
pacTBOp ¢  XapaKTEPHBIM | yacruiy,
3amaxoM, ¢  HeOOJbLIUM
| | KONHYECTBOM  B3BELICHHBIX
! 4acTHLL.
Ne Test / Ilokaszareb Result/ PesynbTathr | Specification / Hopma
- Color of the solution / Complies / [Color intensity of the solution does not
UBEMHOCMb CoOTBETCTBYET exceed color intensity of reference
standard By. / PactBop nosxeH OBITH
okpailleH He 0oJiee MHTEHCHBHO, YE€M
sTasnoH Bo. -
3 |Dissolution time / 01 min 02 sec /01 mux 02 cex | Not more than 5 min. / He 6onee 5 mut.
Bpems pacTBOpeHHS

Remarks : The Product confirms to ND/
ITpumeyanne: [IpofyKT COOTBETCTBYET TpEOOBaHUAM H/

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Toaroroeneno: Pravesh Rana I[Iposepeno: Santosh Kumar | Onobpeno: Menemxkep / PykoBoauTesb
/f Maurya Amit Kumar L
P fx’ e
Reprint Date / Reprint Date / Reprint Date / !
Jara: 24.01.2025 Jara: 24.01.2025 Hara: 24.01.2025




Dr.Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIH3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxkT Hoykann” Ixcnpece (ubynpoden + napaneramoi), NOPOIIOK /Jist NPHTOTOB/ICHHS
pacTBOpa AJIsl IpHeMa BHYTPb, 400 Mr+325 mr
Batch No. / : V2500034 Batch Quantity / : 25981.33 units /
Cepusa Ne O0bem napTHH 25981.33 eaMHuil
Analytical Report No. / : 040002789550 Date of Analysis / 1 24.01.2025
AHaJuTH4YeCKHii oTueT No Jlara aHaaH3a
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
JiaTa npon3BoAcTBA I'oaen o ]

Analysis performed according ND / Auanus nposenen no HJL: JITI-007239-300721

Ne

Test / Iloka3arenn

Result / Pe3yabTaThl

Specification / Hopma

4 |pH of solution / pH pacTBopa

6.7

5.8t07.8./015,8 10 7,8.

A) by HPLC / BIXKX

5 Eidentification / IIoAJIHHHOCTD

— Ibuprofen / ubynpogen

— Paracetamol / napayemamo

Complies /
COOTBETCTBYET

The retention times of the main peaks in
the chromatograms of test solutions should
correspond to those in the chromatograms
of reference standards solution (Assay
section). / Bpemst yaepK1BaHHsi OCHOBHBIX
[IMKOB Ha XPOMATOTpaMMax UCMBITYEMBIX
pacTBOPOB  JIOJKHBI ~ COOTBETCTBOBATbH
BpeMeHaM yAEpKUBAHUS
COOTBETCTBYIOUIUX OCHOBHBIX IHKOB Ha
XpoMarorpammax pacTeopa CTaHAApTHBIX
oGpastioB  (pazgen  «KomuuecTBeHHOE
ofpe/iesieHHe). '

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

— Paracetamol / napayemamon

Complies /
CooTBETCTBYET

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
nposenenun  Tecta «KonnuectBeHHOE
onpenenenuey Y D-crexTpbl HCNBITYEMBIX
PacTBOPOB AOJKHBI COOTBETCTBOBATE Y -
CIIEKTpaM  CTaHJApPTHBIX  PacTBOPOB
nbynpodeHna u napauneramosa.

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cootBeTcTByeT Tpebosatism HJI

Conclusion : APPROVED /
Zaknawuenne: OJJOBPEHO

Hara: 24.01.2025

Prepared by / Checked by / Approved by: Manager/Executive /
INonrorosneno: Pravesh Rana Iposepeno: Santosh Kumar | Ono6peno: Menemkep / PykoBonuTess
A Maurya @a Amit Kumar | R
A N—s—~
Reprint Date / Reprint Date / Reprint Date /¥

Iara: 24.01.2025

Jlara: 24.01.2025
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Dr.Reddy’s €s¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg

IpoaykT HUoykaun” Irenpece (nGynpoden + napaneramod), HOpoIIOK As MPUTOTOBJICHHSI
pACTBOPA sl NPHEMA BHYTPb, 400 Mr+325 mr

Batch No. / : V2500034 Batch Quantity / : 25981.33 units /

Cepus Ne O6bem Hapruu 25981.33 eauHuML

Analytical Report No. / : 040002789550 Date of Analysis / : 24.01.2025

AHAaJUTHYECKHI oTueT No Jlata aHaJaHM3a

Date of Manufacture / : 12/2024 Date of Expiry / : 1172026

JlaTa npon3BOACTBA T'onxen a0

Analysis performed according ND / AHa/ii3 npoBejies 1o H: JIT1-007239-300721

RN

Test / [lokazaTenb |

Result / Pe3yibTaTbl

Specification / Hﬂ)@

6 ‘Particle size / Pa3mep 4acTHI

100 %

99%

Particle size less than 2 mm — not less
than 95 %; / Yactuu pazmepom MeHee

2 MM — He MeHee 95 %;

Particle size less than 0.25 mm —not less
than 60 %. / 4aCcTHI] pa3MEPOM MEHEE
0,25 MM — He MeHee 60 Y.

Water / Bona

3.8%

Not more than 8.0 % w/w. / He Gonee
8,0 %.

[Related substances /
PoacTBeHHBIEC MTPHMECH
-ibuprofen / ubynpogen

- paracetamol / napauemamo.n

Below LOQ (LOQ = 0.04 %)/ Hixe
npenesa KOJIHYECTBEHHOTO
onpenenenns (ITKO = 0.04 %)

Below BDL / Huxe nopora
DerucTpaLHu

Below LOQ (LOQ =0.04 %)/ Huxe
rnpenesna KOJIMUECTBEHHOTO
onpenenerus (IMKO = 0.04 %)

Individual unidentified impurity - not more
than 0.15 %. / EnunuuHas
HenaeHTuULHPOBaHHas MPUMECH - HE
oonee 0,15 %.

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

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

Remarks : The Product confirms to ND/
I pnmeuanue: [IpoyKT COOTBETCTBYET TPeOOBAHUAM HI

Conclusion : APPROVED /
Zakntouenue: OJIOBPEHO

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

[Moarotosneno: Pravesh Rapa Iposepeno: Santosh Kumar | Omobpeno: Menemkep / PyKoBOIUTEND
;/f Maurya Amit Kumar )

Reprint Date / Reprint Date / Reprint Date / !

Jlara: 24.01.2025 JaTa: 24.01.2025 Jara: 24.01.2025
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Dr.Reddy’s ‘}'

CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTU3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAykT U6ykmnn® Dxcnpece (n6ynpoden + napaneramodr), NOpomoK AJist IPUTOTOBJICHHS
pacTBOPA JUIA HpHEMA BHYTPb, 400 Mr+325 mr
Batch No. / : V2500034 Batch Quantity / : 25981.33 units /
Cepna No O0bem napTHH 25981.33 eannHul
Analytical Report No. / : 040002789550 Date of Analysis / : 24.01.2025
AHaJuTHyecKHii oTueT Ne JlaTa aHaansza
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
JlaTa npousBoacTBA TI'onen no
Analysis performed according ND / Anasius nposeiesi mo HJ: JITI-007239-300721 - ]

@ :— Test / Iloka3areib Result / Pe3yabTaThl Specification / Hopma
- Individual unidentified impurity - not
Below BDL. / Huxe nopora more than 0.10%. / EnuHuuHas
perucTpaunmn HeuaeHTUhULIRPOBaHHAS IPUMECH - HE
6onee 0,10 %.
Below BDL / Huxe nopora ITotal impurities - not more than 0.5%. /
perucTpaluu Cymma npumeceit - He 6osee 0,5 %.

9 |Uniformity of dosage units /
Acceptance value (AV) should not be

more than 15.0. / [TokazaTens

- ibuprofen / ubynpogen 2.1 npuemieMocTi (AV) no/keH ObITh He
oonee 15,0.

OAHOPOJHOCTSH 103NPOBAHHA

Acceptance value (AV) should not be

1/ 24 more than 15.0. / [lokazarens
T paracetamot/ RApauemnamnon - ' npuemiieMocTd (AV) 1o/keH ObITb HE
! ' |6onee 15,0. .
10 | Microbial limits /| NIL CFU/g / a) Total aerobic microbial count - not
MukpobnoaoradecKkas YACTOTa KOE/r more than 1000 CFU/g. /
Obuee YHUCIIO a3pOOHBIX
MHKpOOpranu3mos - He 6osiee 1000 KOE/T.
NIL CFU/g/ b) Total combined yeasts and mould
KOE/r - not more than 100 CFU/g. /
Of1iee YKCIO NPOXIKEBBIX M TUIECHEBBIX
rpubos - He 6onee 100 KOE/T.

ic) Escherichia coli - shall be absent per 1

Absentper 1 g/ i
SENGREFL & lg./ Escherichia coli - orcyrcTBHE B 1 T.

OTcyTCTBYET B 1T

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: [IpoayKT COOTBETCTBYET TpeOOBaHUIM HJI 3akiaouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Mozroroeneno: Pravesh Ralu Iposepeno: Santosh Kumar | Ono6peno: MeHepkep / PykoBoauTesb

Maurya Amit Kumar /\( (
@L_ >

Reprint Date / Reprint Date / Reprint Date / ¥
Iata: 24.01.2025 Hara: 24.01.2025 Hara: 24.01.2025
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Dr.Reddy’s ¥¢

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykT Ho6ykmun® Dxenpece (nGynpoden + napaueramolr), NopouoK st IPUTOTOBJIEHHsT
pacTBOpA [AJ1A MpHeMa BHYTPb, 400 mr+325 mr
Batch No. / : V2500034 Batch Quantity / : 25981.33 units /
Cepust Ne O0bem napTuH 25981.33 enuHn
Analytical Report No. / : 040002789550 Date of Analysis / : 24.01.2025
ApajurHueckHii oTuer No JlaTa aHa/iM3a
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
JlaTa npou3BoAcTBA Togen go |
Analysis performed according ND / Anajin3 nposeaes no HJI: JIT1-007239-300721

| Ne | Test/Tlokasatenp | Result / PesybTaThbl Specification / Hopma ]
C 11 | Assay / KoanyecTBeHHOE ‘ |

{onmpeaenenne | -

- ibuprofen / ubynpoden

- paracetamol / napauemamon |

405.0 mg (101.3%) /
405.0 wmr (101.3%)

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

360.0 mg to 440.0 mg of C;3H;30;
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Or 360,0 mMr o
440,0 vr  Ci3HigO2 (ubynpoden) (ot
90,0% mo 110,0% ot HOMI/IHaJ'[bHOFO‘
cofiepXaHus) B OJHOM MaKETHKE.

292.5 mg to 357.5 mg of CgHoNO:
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 2925 Mr no
357,5mr CsHoNO: (mapaueramon) (ot|
90,0% mo 110,0 % ot HOMHH&HLHOFO|
COIepXKaHHs1) B OAHOM NaKEeTHKE.

Remarks : The Product confirms to ND/
IIpumevanue: [Tpogykr cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

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

Iloarorosneno: Pravesh Rapna [posepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBoauTesb
2 f Maurya ( Amit Kumar L

Reprint Date / Reprint Date / Reprint Date /  V

Jara: 24.01.2025 Hara: 24.01.2025 JHata: 24.01.2025
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Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxr Hoykans® Dxcnpecc (n6ynpoden + napaueraMmot), NOPOLIOK AJIsi IPHIOTOBJIEHHS

pacTBOpa AJIst IpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2500034 Batch Quantity / : 25981.33 units /
Cepust Ne O6beM mapTuu 25981.33 envHun
Analytical Report No. / : 040002789550 Date of Analysis / : 24.01.2025
AHaluTHYeCcKHiT oTyeT No JlaTa aHanm3a
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
JlaTa npou3BoACTBA T'open no

Analysis performed according ND / Anajm3s nposesen no HJ: JITI-007239-300721

Ne |

Test / Iloxa3zaTenn

Result / PesynbTaTsl

Specification / Hopma

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. / Ilo 5 r B maketuke
H3 KOMOHHHPOBAHHOT O
matepuana (JaMHHMPOBaHHAs
oymara/[12HI1/anomunueBas
donbra/IISHIT). ITo 6
TAKETUKOB BMECTE c
HHCTPYKLUMEN MO NpPUMEHEHHNIO
B MA4YKy KapTOHHYIO.

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./Ilo5r
B NaKeTHKE U3 KOMOMHHPOBAHHOIO
Martepuasa (naMuHHpOBAHHAS

6ymara/TI2HIl/antoMmuHKEBas
donbra/II2HIT). Tlo 6 unn 9 nakeTHkoB
BMECTE C HHCTPYKUHEil 10 TPUMEHEHHIO B
[IaYKy KApTOHHYIO.

"According to ND. / B cooteetctun ¢ HJI. ‘

15

13 |Labeling / MapkupoBka
14 [Storage conditions /
Xpanenue

| Shelf life / Cpok rognoctu

2 years. / 2 roga.

Store below 25 °C. / [Ipu Temnepatype He Bbilie 25 °C.

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJJ

Conclusion : APPROVED /
Saxmouenue: OJJOBPEHO

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

IToarorornexno: Pravesh Rapa [TposepeHo: Santosh Kumar | Onobpeno: Menemkep / PykoBoauTesb
I Maurya Amit Kumar L

Reprint Date / Reprint Date / Reprint Date/ '

Hara: 24.01.2025 Hara: 24.01.2025 Hara: 24.01.2025




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoayxr : M6yxnun® xenpece (uGynpoden + napaneramo.n), MOPOILOK /ISl HPHTOTOBJIEHHA

pacTBopa AJjist HpHeMa BHYTpPb, 400 mr+325 mr
Batch No. / : V2500034 Batch Quantity / : 25981.33 units /
Cepusa Ne OobeM mapTHH 25981.33 eaunnn
Analytical Report No. / : 040002789550 Date of Analysis / 1 24.01.2025
AHaJuTHYeCKHH oTueT Ne JlaTa anajM3a
Date of Manufacture / : 12/2024 Date of Expiry / : 11/2026
JaTta npou3BoacTea T'onen no B

Analysis performed according ND / Apains nposeaen no HJ: JIII-007239-300721 B B

API name / HaumenoBanue A®C:

Ibuprofen sodium dihydrate /
HoynpodeHa HATpUS AUTHAPAT

Paracetamol / [1apaueramon

INN/MHH: Ibuprofen / U6ynpoden Paracetamol / [Tapanietamon
API manufacturer batch number / SB1F0029 APAP/24091296
Homep cepun npoussogutensi ADC:
FP Manufacturer API Batch number /

FERA00596 FERA00540

Homep cepun cyG6cTanunu
npouspoauress I'JID:

API Manufactured by & country /
[IpouzBoautenr APC, crpana:

BASF Corporation, USA /
BAC® Kopnopeiiwn, CILIA

Granules India Limited, India /
I'panynec Muaus Jiumuten, Muaus

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanne: [Iponykt coorBeTcTBYeT TpeboBanuaM HJI 3akmodenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
ITogrorosneHo: Pravesh Rana ITposepeno: Santosh Kumar | Omobpeno: Menemxep / PykoBoautens
Z Maurya Amit Kumar g
/\(/
Reprint Date / Reprint Date / Reprint Date / '
Jarta: 24.01.2025 JHata: 24.01.2025 Hara: 24.01.2025




