Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

JlaTa npoM3BOACTBA

T'ogen g0

CEPTUDOUKAT AHAJIN3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoayxkr Ho6yxaun® xcnpece (uOynpoden + napaneramolr), NOPOLIOK JAJisi IPHTOTOBJICHHS

pacTBOpa JJisl NpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401385 Batch Quantity / : 17238.00 units /
Cepns Ne O0beM napTun 17238.00 eqriHul
Analytical Report No. / : 040002605673 Date of Analysis / : 29.07.2024
AHaJIUTHYECKHIT oTHyeT No JlaTa aHanuza
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026

Analysis performed according ND / Anann3 nposeaen mo HJI: JITI-007239-300721

- Ne

Test / Hoxa3aTeb

1 E:scription / Onucanue

White  powder,
characteristic

Result / PesynbTaTn!
with
odor.
[Mopomiok 6Genoro LBeTa c| 4O IMOYTH OENOro IBeTa, ¢ XapaKTEPHBIM
XapaKTePHbIM 3aaXxOM.

a|White to off-white powder, with a

/

Specification / Hopma

characteristic odor. / [lopowok ot 6enoro

3anaxoMm.

2 | Reconstituted solution /
BoccTaHOBJIEHHBIH pacTBoOp

- appearance / onucanue

Colourless solution with a| Colourless solution with a characteristic
characteristic odor, with small

amount of suspended
| particles. /  becupeTHbIH |

pacTBOp ¢  XapaKTepHbIM

3a[1aXoM, ¢  HeOOJBIINM

KOJNUYECTBOM  B3BEILEHHBIX
| yacTuL.

| Ne Test / IlokaszaTtesb Result / PesynbTaTnl
- Color of the solution / Complies /
HGEMHOCMb CooTBeTCTBYET

3 |Dissolution time /
Bpems pacTBopeHust

odor shall be observed, may have small
amount of suspended particles. /
becuBeTHBII pacTBOp € XapakTEpHBLIM

3amaxoM, ¢ BO3MOXHBIM COJEpPKAHUEM
HEOONBIIOr0 KOJNUYECTBA B3BEUIEHHBIX |
YaCcTHL.

Specification / Hopma

4 pLH of solution / pH pacrBopa

6.6

01 min 01 sec/ 01 mun 01 cex

| Not more than 5 min. / He 6onee 5 MUH.

Color intensity of the solution does not
exceed color intensity of reference standard
Bo. / PacTBOp momkeH ObiTh OKpallleH HE
60J1ee UHTEHCUBHO, YeM 3TajloH Bo.

5.8t07.8./015,8 107,8.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpogykT cooTBeTCTBYET TpebosanusaM H]|

Conclusion : APPROVED /
3aknawuenue: OJOBPEHO

Jata: 29.07.2024

Hara: 29.07.2024

Prepared by / Checked by / Approved by: Manager/Bxecutive /
[ToaroToByieHo: Santo% [Iposepeno: Pardeep Kumar Onobpeno: MeHenxep //PykoBoautens
Kumar Maurya A Abhishek Chauhan
il ct/-"
{
Reprint Date / Reprint Date / Reprint Date / o

Jara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4960 2200, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s Q:.’."

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Viil. Knol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
IMpoaykr H6yxaun® Ixenpece (u6ynpoder + napaneTaMod), NOPOIIOK AJisl IPHIOTOB/IEHHS

pacTBopa Js npuemMa BHyTpb, 400 Mr+325 mr
Batch No. / : V2401385 Batch Quantity / : 17238.00 units /
Cepus Ne O6beM napTuu 17238.00 emuHuUL
Analytical Report No. / : 040002605673 Date of Analysis / : 29.07.2024
AHaJuTHYecKHi oTyeT No JlaTa aHasu3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTta npousBoicTBa TogeH o

Analysis performed according ND / Ananns nposenen no HJL: JIIT-007239-300721

Ne Test / IToka3aTeab

Result / Pe3ynbTaTsl

5 [dentification / IMognuunocTsL
A) by HPLC / BOXKX
— Tbuprofen / ubynpogpen

— Paracetamol / napayemamon

Complies /
CoOTBETCTBYET

Specification / Hopma

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). / Bpems ynepKUBaHUST OCHOBHbBIX
IMKOB Ha XpOMATOTpaMMax HCOBITYEMBIX
pacTBOpOB  [OJDKHBI ~ COOTBETCTBOBATh
BpeMeHaM YAEpKUBaHUS
COOTBETCTBYIOILIMX OCHOBHBIX ITHKOB Ha
XpOMATOrpaMMax pacTBOpa CTaHJAPTHEBIX
obpasuos  (pazmen  «KonuyecTBeHHOE
OIpENICIICHHEN).

B) by HPLC-UV / BOXX-Y @

— Ibuprofen / ubynpohen

‘ — 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. / [lpu
OpOBEJEHUH  TecTa «KOJ‘II/I‘{CCTBCHHOC|
onpeneneHne» Y®-CIEKTPbl UCMBITYEMBIX
pacTBOPOB HOJDKHBI COOTBETCTBOBATL Y D-
CIeKTpam CTaHAPTHBIX pacTBOpOB
ubynpodeHna u napauetamona.

Remarks : The Product confirms to ND/

Ilpumeuanue: [IponykT cooTBeTCTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IToxarorosneno: Santosh

Kumar Maurya @Q
)l

Checked by /
IIposepeno: Pardeep Kumar

.-

—

Approved by: Managgt/Executive /
Onob6peno: Menemit
Abhishek Chauhan ;/

T

/ Pyxost71u’renb

/

Reprint Date /
Jata: 29.07.2024

Reprint Date /
Hara: 29.07.2024

Reprint Date /
Jara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabag - 500034, Telanganz, India
Tel: +91 40 4960 2900, Fax: +91 40 4900 2998, Email: maii@drreadys com

CIN: L85195AP1984PLCOD4507

www.drreddys.com




Dr.Reddy’s Q_:'."

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIN3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Hpoaykr H6yknnn® Dxenpece (ubynpoden + napaneramodr), HOPoOLIOK /Uit IPHIOTOBIEHHS

pacTBOpA AJsI HpueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401385 Batch Quantity / : 17238.00 units /
CepHus Ne O6bem napTuy 17238.00 enmvnmig
Analytical Report No. / : 040002605673 Date of Analysis / : 29.07.2024
AHaJUTHYECKHIT oTUeT Ne JlaTa aHaJH3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npoH3BOACTBA I'oxen no
Analysis performed according ND / Anaius nposeaen no HJI: JIII-007239-300721

- paracetamol / napayemamon

Below LOD (LOD = 0.01 %) /
Huxe npenena oOHapyxeHus
(ITO =0.01 %)

Below LOQ (LOQ = 0.04 %) /

[ Ne Test / Ilokazatean " Result / PesyabTaThl Specification / Hopma
| 6 [Particle size / Pa3mep uactun 100 % | Particle size less than 2 mm — not less
than 95 %; / HacTui pasmepoM MeHee 2 MM
— He MeHee 95 %,
91 % Particle size less than 0.25 mm — not less
than 60 %. / 4acTuL pasmMepoM MeHee
0,25 MM — He meHee 60 %.
7 Water/ Bona 5.2% Not more than 8.0 % w/w. / He 6oiee 8,0 %.
8 |Related substances / -
PogcTBeHHBIE IPHUMECH
[ - ibuprofen / ubynpodhen 0.05% {Individual unidentified impurity - not more
| than 0.15 %. / Equanynas
HEeUJeHTHQHULHPOBAHHAS IPUMECE - HE
oonee 0,15 %.
0.05% Total impurities - not more than 0.5%. /

Cymma npumeceit - He 6onee 0,5 %.
Impurity K - not more than 0.15%. /
[Tpumecs K - He 6onee 0,15 %.

Individual unidentified impurity - not more

Remarks : The Product confirms to ND/

IIpumeuanne: [Iponyxr coorseTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmoyenue: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IoarorosneHo: Santosh I1posepeno: Pardeep Kumar OpnobpeHo: Menemxep / PykoBoauresb
Kumar Maurya % Abhishek Chauhan | A
Reprint Date / Reprint Date / Reprint Date /

Jata: 29.07.2024 Jlata: 29.07.2024 Jara: 29.07.2024

Registered Cifice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2998, Ernail: maii@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

o
Dr«F Reddy’s q... Vill. Khol, Nalagarh Road, Baddi,
o Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoayxr : M6ykaun® Ixcnpece (nGynpodeH + napaneramod), HOPOIIOK JJIst NPHIOTOBICHHS
pacTBopa 1js mpHeMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2401385 Batch Quantity / : 17238.00 units /
CepHua Ne Oo6bem mapTun 17238.00 eaunwuIy
Analytical Report No. / : 040002605673 Date of Analysis / ¢ 29.07.2024
AuajuTHyecKuii oryer Ne JlaTa aHaju3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npou3BoacTsa I'ogen no

Analysis performed according ND / Ananns nposenen no HJL: JIII-007239-300721

.N'QT Test / IToka3aTeJb ] Result / Pesynbrarel Specification / Hopma
‘ Huxe npenena than 0.10%. / EqunnuHas
KOJNHUYECTBEHHOTO HeuAeHTHHULNPOBaHHAs TPHMECH - He

lonpenenenus (ITKO = 0.04 %) Gonee 0,10 %.
Below LOQ/ Huxe npenena  [Total impurities - not more than 0.5%. /

KOJNTMYECTBEHHONO CymMma npumeceif - He 6onee 0,5 %.
OTpEAENIEHUS
| 9 [Uniformity of dosage units /
OaHOpOIHOCTb JO3UPOBAHHS
- ibuprofen / ubynpodhen 4.6 Acceptance value (AV) should not be more

than 15.0. / [TokazaTesb NpUeEMIEMOCTH
(AV) nomxeH ObITh He Bonee 15,0.

ST T ueniiion 39 Acceptance value (AV) should not be more
~paracetamo: / napay than 15.0. / Tloka3aTeslb NPHEMIIEMOCTH

(AV) nomxkeH 6biTh He Honee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpogykT cooTBeTCTBYET TpeboBanusam HJJ 3axkmouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Santosh IIpoeepeno: Pardeep Kumar Onobpeno: Meremiep / Pykosoaurens
Kumar Maurya % (3[—/4 Abhishek Chmhan _ f
Reprint Date / Reprint Date / Reprint Date /

Jlarta: 29.07.2024 Hara: 29.07.2024 Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 43 4900 2900, Fax: +91 40 4900 2995, Ernail: maii@drreddys.com
CIN: L85195AP1984PLCOD4507
wwyv.drreddys.com




Dr.Reddy’s Q'!'

Dr. Reddy's Laboratories (td.
Formulation Unit-6

Vill. Khol, Nalagarh Read, Baddi,
Distt. Solan, H.P., 173 205, iNDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoAyxkT H6yxaun® Dxcnpece (nOynpogen + napaneTamoi), HOPOLIOK AJisl IPUTOTOBICHHS
pacTBopa AJs npueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2401385 Batch Quantity / : 17238.00 units /
CepHsa Ne O6beM mapTHH 17238.00 envtHnn
Analytical Report No. / : 040002605673 Date of Analysis / : 29.07.2024
AxaJiiTHYecKUid oTueT Ne JlaTa aHagu3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JaTa npou3BoacTBa T"open 10
Analysis performed according ND / Anaaus nposeaen mo HJI: JITI-007239-300721
Result / PesyabTaThl Specification / Hopma ]

No | ~ Test/Iloka3arean |
10 | Microbial limits / |
Muxkpobuosoruyeckast 4ucToTa |

NIL CFU/g /
KOE/r

NIL CFU/g /
KOE/r

Absentper 1 g/
OtcytctByeT B 1r

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

Ob1nee yucno aspoOHbIX MUKPOOPraHU3MOB
- He 6onee 1000 KOE/T.

b) Total combined yeasts and mould -
not more than 100 CFU/g. /

O611ee YUCNO APOXIKEBBIX W IUIECHEBBIX
rpuboe - He 6onee 100 KOE/T.

¢) Escherichia coli - shall be absent per 1 g./
Escherichia coli - orcyrcTBre B 1 1.

11 | Assay ] KoandecTeennoe
omnpejeJieHHe
- ibuprofen / ubynpogen

- paracetamol / napayemamon

404.7 mg (101.2%) /
404.7 mr (101.2%)

319.4 mg (98.3%) /
319.4 mr (98.3%)

360.0 mg to 440.0 mg of Ci3HisO;

(ibuprofen) (90.0 % to 110.0 % of label

l claim) per sachet. / Ot 360,0 mr 10 440,0 mr

Ci3H130, (ubympoden) (ot 90,0 % nmo
110,0 % OT HOMHHAJILHOTO COACPKAHUS) B
OJTHOM NaKETHKE.

292.5 mg to 357.5 mg of CzHoNO;
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / OT 292,5 mr 10 357,5 mMr
CsHoNO; (mapauneramon) (ot 90,0 % no

Remarks : 'I'he Product contirms to ND/

Conclusion : APPROVED /

Ipumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanuam HJ|

3axmouenne: QJIOBPEHO

JHara: 29.07.2024

Hara: 29.07.2024

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarororneno: Santosh ITpoeepeno: Pardeep Kumar Onobpeno: Menemxep //Pykosoantens
Kumar Maurya % Abhishek Chauhan

K . L
Reprint Date / Reprint Date / Reprint Date /

Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel- +971 47 4900 200N, Fav: +G1 40 4200 2000, Emailr moii@drreddyz.com
CIN: L85195AP1984PLC034507

www.drreddys.com




Dr.Reddy’s Q‘:’

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Knhol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
poAykT H6ykaun® Dxenpece (n0ynpodeH + napaneraMo.), NOPOIIOK A NPHIOTOBJIEHNs
pacTBopa st IpHeMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2401385 Batch Quantity / : 17238.00 units /
Cepus Ne O0beM napTuu 17238.00 eanHun
Analytical Report No. / : 040002605673 Date of Analysis / : 29.07.2024
AHaJuTHYecKHI oTyeT No JlaTa aHaIH3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npou3BOJCTBA T'oxen oo

Analysis performed according ND / Ananns nposeaen no HJI: JITI-007239-300721

12

Ne

Test / [loxazaTesn N Result / PesyabTaTtsl Specification / Hopma

Package / YnakoBka

5 ginasachetofa combination |5 g in a sachet of a combination material

| 110,0 % oT HOMHHANBHOI'O COAEPXKAHHS) B
OJTHOM ITaKeTHKE.

material (laminated | (laminated paper/LDPE/aluminum
paper/LDPE/aluminum [foil/LDPE). 6 or 9 sachets and patient
foil/LDPE). 9 sachets and‘ information leaflet in carton pack./Ilo5rB
patient information leaflet in| makeTHke 13 KOMOMHHUPOBAHHOTO
carton pack. / Ilo 5 r B|Marepuana (1aMUHUpPOBaHHAs
NakeTHKe u3 | oymara/II1DHI1/antomunneBas |
KOMOMHHPOBAHHOIO |¢>onbra/H9HH). ITo 6 unu 9 NaKETUKOB |

MaTepuana (JaMHHUPOBAHHAs | BMECTE C MHCTPYKLHMEH MO MPHUMEHEHHIO B |
6ymara/[IOHI1/anoMuHneBas | Iauky KapTOHHYIO.
tonsra/IISHII). [lo 9

NaKEeTHKOB BMECTE c
HHCTPYKUKEH o |
NPUMEHEHHIO B nayuKy
KapTOHHYIO. -

13

Labeling / MapkupoBKa

14

15

Storage conditions /
| Xpanenue

Shelf life / Cpok rogaocTn

According to ND. /B COOTBETCTRHN ¢ HO.

|2 years. / 2 rona.

Store below 25 °C. / [Tpn TeMmnepatype He Bbiiue 25 °C.

Remarks : The Product confirms to ND/
IMpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHuam HJ 3axmouenue: OIOBPEHO

Conclusion : APPROVED /

Prepared by /
ITonrorosneno: Santosh

Kumar Maurya @C

-—

Checked by / Approved by: Manager
[MpoBepero: Pardeep Kumar Onobpeno: Menekep,

xecutive /
PykoBoautens

[ Abhishek Chauhan

—

Reprint Date /
Hata: 29.07.2024

Reprint Date / Reprint Date /
Hara: 29.07.2024 Jara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4G 4960 7900, Fax: +G1 40 4900 799G, Frnail- maii@drred-ye rom

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

@ o
Dr. Reddy,s Q?.. Vill. Khol, Nalagarh Road, Badidi,

Distt. Solan, H.P,, 173 205, IND|A
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoayxr : H6ykaun® Dkenpece (nGynpoden + napaueramo.r), NOPOIIOK AJisi IPHTOTOBJICHHS
PpacTBOpa A NpHeMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2401385 Batch Quantity / : 17238.00 units /
Cepua Ne O6Bem napTuu 17238.00 ennuuu
Analytical Report No. / : 040002605673 Date of Analysis/ : 29.07.2024
AHaJuTHYECKMIi oT4yeT No JlaTa anayin3a
Date of Manufacture / : 07/2024 Date of Expiry / : 06/2026
JlaTa npousBoacTBa T'onen no
Analysis performed according ND / Auanus nposened no HJI: JII1-007239-300721

API name / HanmenoBanne ADC: Ibuprofen sodium dihydrate /
Paracetamol / ITapaneramon
W6ynpodena Hatpusi AUrHApaT
INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [Japaueramon
API manufacturer batch number / SB2F0004 APAPE2024030206

Homep cepuu npounspoautessi ADC:

FP Manufacturer API Batch number /

HomMep cepuu cyGeTaHLuM FERA00041 FERA00220
npoussogures [JID:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
IIpoussoaurens ADPC, crpana: BAC® Kopmopeiims, CIITA I'panynec Unnus Jlumuren, MHnms
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumevanne: [IpoaykT cooTBeTcTBYET TpeboBanusM HJL 3akmwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[oaroroenexo: Santosh ITposepeno: Pardeep Kumar Onobpeno: Meremxkep/// PykosoauTeb
Kumar Maurya g( Abhishek Chauhan |
Reprint Date / Reprint Date / Reprint Date /
Hata: 29.07.2024 Mara: 29.07.2024 Hara: 29.07.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 4014900 2900 Fay- +41 40 490N 299G Froails maii@drred-ye cnm
CIN: L85195AP1984PLC0OA4507
wwyy.drreddys.com




