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Dr.Reddy’s (e
CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A
Product : Ibuclin E prress (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg

pacTeopa A9 nprema BHYTpb, 400 Mr+325 mr

Hpoxyxr : Ueyxaun® Ixenpece (uGynpoden + napaneramon), NOPOIOK /LIt NPHTOTOBJCHHH

HMopowox  Genoro  usera ¢
XaPaKTEPHbIM 3aIaxoM.

Batch No, / : V2400665 Batch Quantity / : 26027.00 units /
Cepns No O6uem naprun 26027.00eauHuy,
Analytical Report No. / : 040002520242 Date of Analysis / : 14.05.2024
AHATHTHYeCKHIT oTueT No JlaTa anannza
Date of Manufacture / : (4/2024 Date of Expiry / : 0372026
Jara nponssojcrsa Foaen no
Analysis performed according ND / Auanns nposegen mo H: JII1-007239-300721 L
Ne Test / Hokasarenn Result / Peayanraror Specification / Hopma
1 [Description / Onncanne White powdel with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / ITopowok ot Georo

Jo mouri benoro HBCTA, C XapaKTCPHbiM
34maxom,

2 | Reconstituted solution /
BoceranoBieHHLIH pacTBOp Colourless solution with a

characteristic odor, with small
amount of suspended
particles. /  Becuserublii
PACTBOP € XapakTePHLIM
3anaxoM, ¢ HeBoabluM

- appearance / oRUCAHIE

KQAWYCCTBOM B3BCUICHHBIX

Colourless solution with a characteristic
odor shall be observed, may have small
amount of suspended particles, /
DecupeTHBIl  pacTBOp ¢ XapakTepHbiM
34Nax0oM, C BOIMOHHBIM  COJEPEHHEM
HeBOMBILOIG  KOJNMYECTBA  B3BELICHHBIX
yacTuly,

HACTHIL,
Ne | Test / Tlokazarens | Result/ PesyasTaTsi Specification / Hopma |
- Color of the solution / Complies / Color intensity of the solution does not
HEENIOCHTD CooTBercTByeT exceed color intensity of reference
standard Bo. / Pacreop ponken 6wniTh
okpauleH He (osee MHTEHCHBHO, deM
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumevanue: [poaykr coorpercTByer Tpefoannam HJJ 3axmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoaroresaeno: Ranjeet ITposepeno: Rama Kant Ounobpeno: Meueaxep / Pykosojirrens

CD M@ Manoj Kumar M_}

Reprint Date /14.05.2024 AReprint Date /14.05.2024 Reprint
Hara: Jara: Hara:

Date /14.05.2024

Repistered (O
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or.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpogykr Hoyxaun® Ixenpeee (bynpoden + napaneramon), HOPOIGK A8 NPHTOTOBASHH

pacTBoOpa s ApHeMa BHYTpb, 400 Mr+325 mr
Batch No./ : V24060665 Batch Quantity / 1 26027.00 units /
Cepust Ne Obnem naprin 26027.00eauHu1
Analytical Report No. / : 040602520242 Date of Analysis/ : 14.05.2024
AHanurauecknii oryer Ne Hara anannsa
Date of Manufacture / : 04/2024 BDate of Expiry / : 03/2026
Jara npoussoacrea Tosen ao

Analysis performed according ND / Anaaus nposesen no HJL: JIT1-007239-300721

Ne Test / TlokazaTenn

Result / PesyabraTs

Specification / I-I_gpi\&a

tanoH Bo.

3 | Dissolution time /
Bpemsa pacreopesns

01 min 06 sec / 01 me 06 cex

Not more than 5 min. / He 6oxee 5 mun.

4 | pH of solution / pH pacTBOpa 6.6 5810 7.8./0158 107,8.
5 [dentification / Iloaauanocry Complies / The retention times of the main peaks in
CootBercreyer the chromatograms of test solutions should

A} by HPLC / BIXXKX
- Ibuprofen / uGynpodhen

- Paracetamol / napayemamon

correspond to those in the chromatograms
of reference standards solution (Assay
section). / Bpems yilepaHBaHHS OCHOBHBIX
IIHKOB HA XPOMATOIPAMMEX MCHBITYEMBIX
PacTBOPOR  AOKHBLI  COOTBETCTBOBATHL
BpeMeiaM YACHKHBAHUS
COOTBETCTRYIOIMX OCHOBHLIX THKOB Ha
Xpomarorpammax pacTBopa CTanJapTHBIX
obpasuos  (pazgen  «KonuuecrBennoe
ONPEACNEHHEY).

Remarks : The Product confirms to NI/

Tpumeuanue: Hpoaykt cootsercrayer TpeGosanusam HJT

Conclusion : APPROVED /
3akmiouense; OJJOBPEHO

Prepared by /
[loarorosneno: Ranjeet

(>

Checked by /
[Tposepeno: Rama Kant

Bl

Approved by: Manager/Executive /
Oanobpeno: Menemkep / Pykosourens
Manoj Kumar

Yol

Reprint Date /14.05.2024

Mara: Hara:

Reprint Date /14,05.2024

Hara;

Reprint Date /14.05.2024




UNCONTROLLED COPY

CERTIFICATE OF ANALYSIS
CEFTHOHKAT AHAJIM3A

Product :; Ibuclin Express {Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoayxr : HGykaun® Ixenpece (nGynpodren + HAPAUETAMO.), NOPOHOK IS TPHFOTOBJCH B
pacTBOpa JIsA npueMa BHYTpb, 400 mr+325 mr

Batch No. / 1 V2400665 Batch Quantity / 1 26027.00 units /
Cepus No Obnem naprun 26027.00eapnnun
Analytical Report No. / : 040002528242 Date of Analysis / : 14.05.2024
Aunanurageckuit oruer Ne Jlata ananmsa
Date of Manufactuyre / : 04/2024 Date of Expiry / : 0372026
Jara npoussoacrsa Fojen o
Analysis performed according ND / Anajm: nposesen no HJI: JIN-007239-300721
Ne ' Test / IToxazarens Result / PesyarTars Specification / Hopma
B) by HPLC-UV / BOKX-Y@ Complies / When carrying out the "Assay" test, the
— Ibuprofen / uéy Cootsercryer UV spectra of the test solutions should
uprefen / ubynpogen correspond to those of ibuprofen and

paracetamol standard solutions. / Ilpn
nposeaenun  tecra  «Konvuecrsennoe
onpeaenenuen Y P-CreKTpbl HCHBITYEMbIX
PacTBOPOB AOUKHBI COOTBETCTEORATL Y-
CTIEKTPAM  CTABIAPTHBIX  PACTBOPOB
noynpodena u napaueTaMmona,

-~ Paracetamol / napauemamon

6 [Particle size / Pasmep yacTun 100 % Particle size less than 2 mm - not less
than 95 %; / Yacthy pasmepom meunee

2 MM — He MeHee 95 Y%;

86% Particle size less than 0.25 mm - not less
than 60 %. / uacTui pasmepom meHee
0,25 MM — He menee 60 %.

7 Water / Boga 4.7 % ' Not more than 8.0 % w/w. / He Gonee
8.0 %.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Hpumeuanue: [pojxykr coorsercTyer Tpebopanuam HJT 3axmouenne: OJOBPEHO

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

Hozrororaeno: Ranjeet HposepeHo: Rdma Kant Onobpeno: Menexep / PykosoauTens

T Manoj Kumar T” i é}
Reprint Date /14.05.2024 Reprint Date /14.05.2024 Reprint Date /14.05.2024
Jara: Jara: Jara:




UNCONTROLLED COPY

Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
Product : Ibuclin E Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxr  : Hbykamn® Jxenpece (Hbynpoden + napaneramosr), NOPOMOK A5t HPHIOTOBICHHS

PacTBOPA AJA NpHeMa BRYTPL, 400 Mr+325 mr

Batch No. / : V2400665 Batch Quantity / 1 26027.00 units /
Cepusn Ne Obbem naprun 26027.00exnnun
Analytical Report No, / : 040602520242 Date of Analysis / : 14.05.2024
AHaaTHaecKknid oTuer Ne Jara anaania
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jara npouszBojcria Togen no

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

N Test / [okazarenn Result / PesyastaTn __Specification / Hopma
8 Related substances/
Pojcrsennbie npaMecu

Fibuprofen / ubynpodien Below LOQ (LOQ = 0.04%) / Huxe [Individual unidentified impurity - not more
npenena KONHUECTBCHHOTO |than 0.15 %. / Eannuynag
pnpeaenetia (11KO =0.04 %) HenaenTHhUUNPOBAKHAS TIPHMECH - He

tonee 0,15 %.
Total impurities - not more than 0.5%, /
CymMa npumeceli - ne Gosee 0,5 %.

Below 1.0Q / Hume npenena
KOJIMUECTBEHHOTO OTIPEIENEHHA

- paracetamaol / napayemasion Below LOD (LOD = 0.01 %) / Huxce limpurity K - not more than 0.15%. /
npeaena obnapymenns (10 = 0.01 TTpumecs K - ne Gonee 0,15 %.
%) _ Individual unidentified impurity - not
6B{3§];%“;l . BDL  (Disregard ~ Area oo han 0.10%. / Equnnunas

VHuske niopora pernerpaiyin HEWACHTHOULUMPORAHHAS TPHMECE - He
{Arca 6188) N
Below BDL /Huwxe nopora Gouee 0,10 %.

P Total impurities - not more than 0.5%. /

peruetpaty Cymma npumeceii - ne bonee 0,5 %.
9 [Uniformity of dosage units /
o o Acceptance vatue (AV) should not be
AROPOXHOCTE NO3MPOBAIHS more than 15.0. / Tokazartens
1.9 npuemnemocti (AV) nomxen OuTL He
Remarks : The Product confinms to ND/ Conclusion : APPROVED /
Ilpumeuanne: IMpoaykr cootBeTcTBYeT Tpebopanmam H]l Jakmoueane: ONOEPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroTorneno: Ranjeet [Mposepeno: Rama Kant Onobpeno: Menemxep / Pymmnmenb
, Manoj Kumar -
; — -

Reprint Date /14.05.2024 Reprint Date /14.05.2024 Reprint Date /14.05.2024
Hara: Hara: Hara:




UNCONTROLLED COPY

Dr.Reddy’s

CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIU3A
Product  : Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr : W6ykanu® Ixenpece (bynpoden + napameramon), TOPOMIOK A1 APHIOTORASH HsI

PACTBOPA NI MpHEMA BOYTPS, 400 Mr+325 mr

Batch No. / : V2400665 Batch Quantity / : 26027.00 units /
Cepus No Ob6nem napran 26027.00eaunun,
Analytical Report No. / : 040002520242 Date of Analysis/ : 14052024
ApasHTHUecKHi oTyer No Jara avannsa
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
Jlara npousBoacTRA Tone jgo

Analysis performed according ND / Auaans nposegen o HJI: JIIT-007239-300721

 Ne Test / [lokazatenn Result / Pesyanzarnr Specification / Hopma
- thuprafen 7 ubynpodhen Guostee 15,0

Acceptance value (AV) should not be
more than 15.0. / Tokasarenn

= paracetamol / napaemamo 19 mpHEMIIMOCTH (AV) nomken Bbith He
Bonee 15,0,

10 | Microbial limits /
MuxpoGronoruueckas YHCTOTA
Less than 1000 CFU/g/ a) Total aerobic microbial count - not

Meuee 1000 KOE/r more than 1000 CFU/g. /
Obwee HHCHO a3pobHbBIX
MHKPOOPranuiMos - He Gonee 1000 KOE/r.
Less than 100 CFU/g / b) Totai combined yeasts and mould
Menee 100 KOEM - not more than 100 CFU/g. /

Ofu1ee UHCAO APOKIKEBLIN M NHESCHERbIX
rpubos - ne 6onee 100 KOE/T.
c) Escherichia coli - shall be absent per 1

bsent per 1 g/ . .
Absent per 1 g ./ Escherichia coli - oreyrereue 8 11,

Orcyrereyer B Ir

11 | Assay  / Koanuecrpennoe

onpeneseHne
- ihuprofen / udynpohpen 404.8mg (101.2%) / 360.0 mg to 440.0 mg of Ci;H;50;
404.8 mr (101.2%) (ibuprofen) (90.0% to 110.0 % of label
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
N pumeuanne: [poaykr coorsercTyet TpedoanusM HJT Jaxsmeuenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: Ranjeet IMpoeepero: Rama Kant Opnodpeno: MeHejkep / PykoBoautens
(Q @u L\Cd)}tf\ Manoj Kumar @;M
- ol w2

Reprint Date /14.05.2024 Reprint Date /14.05.2024 Reprint Date /14.05.2024
Hara: Hara: Jara:




UNCONTROLLED COPY

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A

Product : Ibuclin E Expl ess (IbuprofentParacetamol), powder for oral solution, 408 mg + 325 mg
Mpoaykr : Hoykann® Jxcapece (6ynpoden + napaueramon), NOPOIMOK 5 NPHIOTOBXCHHA

pacrsopa JLAst IpHEMAa BHYTPD, 400 Mr+325 Mr
Batch No. / : V2406665 Bateh Quantity / 1 26027.00 units /
Cepun No O6vem naprun 26027.00eaunnn,
Analytical Report No. / : 040002520242 Date of Analysis / : 14.05.2024
AHaauTHUeCKUE oTueT No Jara ananuza
Date of Manufacture / : 04/2024 Date of Expiry / : 03/2026
JlaTa npoussoacTea Foaen no
Analysis performed according ND / Anasns aposeaen no HJ: JII-067239-300721

No Test / Hokaszarean Result/ PesyabTaTnl Specification / Hopma
claim) per sachet. / Ot 360,0 mr 1o
440,0 mr - CiaHixO2  (ubynpoden) (ot
90,0% mo 110,0% or nomuHaIbHOro
COAEPAANNS) B OJHOM TIAKETHKE.

- paracetamol / napauemarton 3287 mg (101.1%) / 2925 mg to 357.5 mg of CgHeNO,
328.7 Mr {101.1%) (paracetamol) {90.0 % to 110.0 % of label
claim) per sachet. / Ot 2925 mr go
3575 Mr CyHoNO, (napaueramon) {or
90,0 % no 110,0 % OT HOMHHANLHOrO
COJIEMILAHNA) B OIHOM MaKeTHKE,

Remarks : The Product confirms to NI/ Conclusion : APPROVED /

ITpumeuanne: [poayxr cooteetcTayer Tpebosaunam HJT 3axmouenne: QJIOEPEHO

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

TToxaroroBnedo: Ranjeet Iposepeno: Rama Kant Oacbpeno: Meueaxep / PykopoauTenn
@ @Wk‘j\dﬁ Manoj Kumar W

A o L gl A
Reprint Date /14.05.2024 Reprint Date /14.05.2024 Reprint Date /14,05.2024
Hara: Hara: Mara:




UNCONTROLLED COPY

Dr.Reddy’s

CERTIFICATE OF ANALYSIS
CEPTHDHKAT AHAJIU3A

Product  : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 408 mg + 325 mg
Npoayxr : Woykane® Ixenpece (nbynpoden + napaueramon), HOPOMOK AJIS MPHTOTOBJICH 1l
PACTBOPA Jist HpHeMa BHYTPb, 400 Mr+325 mr

Batch No. / : V2400665 Batch Quantity / : 26027.00 units /
Cepua Ne OoBem napruu 26027.00enuHn1g
Analytical Report No. / : 040002520242 Date of Analysis/ 1 14.05.2024
AuaaaTiueckuii oryer No Hdara ananunia

Date of Manufacture / 1 04/2024 Date of Expiry/ : 03/2026

Jara npoussoacTsa Toaen xo

Analysis performed according ND / Ananus msposepen no HJE: JI11-007239-300721

M| Test/Moxkasarem, Result / Peayaprater Specification / Hopma ]
12 |Package / Ynakoska 5 g in a sachet of a combination |5 g in a sachet of a2 combination material
material (laminated | (laminated paper/LDPE/aluminum

paper/LDPE/aluminum foil/LDPE). 6 or 9 sachets and patient

foil/LDPE}. 6 sachets and|information leaflet in carton pack. /Tlo 5 r
patient information leaflet in|B nakeruke 13  KOMOUHMPOBAHNOO
carton pack, / Tlo 5 r B nakeruke | MatepHana (naMunupoBanHas
3 xomOunupoeantoro | Oymara/TIDHIVamomunnesas

martepuana  {namuHuposanHas | gosnra//TOHID. Tlo 6 nam 9 nakeTnkos
Oymara/l[ISHI/amoMuHEeBas | BMECTe ¢ HHCTPYKUHEH 110 TPUMEHEHHIO B
thonpra/IIoHII). Mo 6 | MauKy KapTOHHYIO,

NAKETHKOB BMECTC ¢
HHCTPYKUHEH Mo HMPUMEHEHHIO
B Aa4Ky KaPTOHHYIO.

13 |Labeling / Mapxaposka According to ND. / B coorsercteiu ¢ HJI,
14 |Storage conditions / Store below 25 °C. / Hpu Temnepatype He srite 25 °C.
XpaHenue
15 |Shelf tife / Cpox rognocTn 2 years. / 2 rosa.
API name / Haumenosanune ADC: Ibuprofen sodium dihydrate / ]
Paracetamol / Tlapaneramon
Hbyrnpodena varpus auraapat
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumcuanne: TIpoayxr coorpercTeyer Tpedopanusm HJ Jarmouenne: QJOBPEHO
Prepared by / Checked by / Approved by: Manager/Execulive /
[ToaroToBnero: Ranject ITpoBepeHa: Rama Kant Opotpeno: Menempxep / Pykosoantens
‘ Manoj Kumar
—
Reprint Date /14.05.2024 Reprint Date /14.05.2024 Reprint Date /14.05.2024
Hara: Hara: Hara:

Hydeiabad




Dr.Reddy’s

UNCONTROLLED COPY

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Thuclin E Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
Mpoaykr : Meykmn® Ixenpece (ubynpodesn + napaneramon), NOPOLUOK A8 NPHIOTOBJICHH
PACTBOPA AJIA IpHeMa BAYTpb, 400 Mr+325 mr

Batch No. / : V2400665 Batch Quantity / : 26027.00 units /
Cepnn Ne Obwem naprun 26027.00eannni
Analytical Report No, / : 040002520242 Date of Analysis / : 14.05.2024

AHajnrugeckuil oruer Ne

Jarta anannza

Date of Manufacture / : 0472024 Date of Expiry / : 03/2026

Hara nponssogcTea

Togen go

Analysis performed according ND / Auauns uposesen no HJI: JII1-007239-300721

INN / MHH: Ibuprofen / Mbynpodien Paracetamol / Iapaueramon
API manufacturer batch number / SB2F0004 APAPE2023060685
Homep cepun nponssoaurens ADC:

P Manufacturer API Batch number /

Homep cepun cyGerannun FERA00041 FEQAD00345
npoussoanrenn I'Jid:

API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
Ipoussoaurens A®C, crpana: BAC® Kopnopeiiun, CIIA I'panynec Muans Jlumuren, Muaus

Remarks : The Product confirms to ND/ Conclusion ; APPROVED /
Hpumeuanue: TTponyxr cooreercTByer Tpebosannsm HJI 3akmoyenune: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Hoarorosnaeno: Ranjeet ITporepeno: Rama Kant Onobpero: Menempkep / PyKOBo,uH Tenb
: 'l Manoj Kumar

0 O’
Reprint Date /14.05.2024 Reprint Date /14.05,2024 Reprint Date /14.05.2024
Jara: Hara: Hara:




