Dr.Reddy’s €€

Dr. Reddy's Laboratories Ltd.
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

CEPTH®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMponykt Hbyxnun" Dxenpece (nGynpoden + napaieramol), NopoIoK s PHIOTOBNEHHs

pacTBOpa AN npHemMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2302273 Batch Quantity / 1 25576.33 units /
Cepus Ne Obbem naprun 25576.33 egnuny
Analytical Report No. / : 890001701456 Date of Analysis / : 22.11.2023
AHanutHueckuii otuer Ne Jlata aHanu3a
Date of Manufacture / : 1172023 Date of Expiry / 1 1072025
Jarta nponssojcrsa ["onen no

Analysis performed according ND / Auanus nposenen no HJT: JI[1-007239-300721

N | Test / Ilokazarenn Result / PesyanLTarnl | Specification / Illopma
1 |Description / Onucanue White  powder, with a White to off-white powder, with a
characteristic odor. /| characteristic odor. / ITopoimok ot 6enoro

[Topomox Genoro upera c
XapaKTEPHBIM 3aMaxoM.

J10 no4uTH 6eJioro LIB€Ta, C XapaKTEPHbIM
3anaxom.

pacTBop
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- appearance / onucanue

alition
Ui1auill

ourle with a
characteristic odor, with small

amount of suspended particles.

Colr\nr] ess

BecuseTHblii  pacTBOp €
XapaKkTepHBIM  3alaxoM, ¢
{HeOONBILIHM KOJINYECTBOM

[BBBCU.ICHHLIX JaCcTHL.

Colourless solution with a characteristic
odor shall be observed, may have small
amount of suspended particles. /
BecupeTHblif pacTBOp € XapaKTepHEBIM
3aMaxoM, C BO3MOXHBIM COJIEpXKaHHEM
HEOOJBIUIOrO KONHYECTBA B3BEIICHHBIX
YacTHLL. |

Ne | Test / IlokazaTen Result / PesyabraThl | Specification / Hopma
- Color of the solution / Complies / | Color intensity of the solution does not
UeemMHOCMb CooTBeTCTBYET exceed color intensity of reference
standard Bo. / PacTBop momken ObiTh
OKpalleH He DoJiee UHTEHCHBHO, 4eM
STascH Bo.
3 |Dissolution time / 01 min 08 sec/ 01 mun 08 cex | Not more than 5 min. / He Gojiee 5 MuH.
Bpems pacTtsopeHns
4 |pH of solution / pH pacTBopa 6.6 5.8t07.8./015,8 10 7,8.

Remarks : The Product confirms to ND/

IIpumeyanue: ITponykT cootBeTCTBYET TpeGoBanmsm H]T

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by /
Iloarotomieno: Ankit

/£

Maurya

Checked by /
INposepeno: Santosh, Kumar

L

Approved by: Manager/Executive /
Onobpeno: Menemxep /{@KOB{_JB, Telb
Abhishek Chauhan - ‘\

Reprint Date /
Hara: 22.11.2023

Reprint Date /
Hata: 22.11.2023

Repriut Daie /
Hata: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com



Dr.Reddy’s Q3¢

Dr. Reddy's Laboratories Ltd.
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

CEPTUOHUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponykr U6yxnmn® Dxcnpece (ubynpodeH + napaueramon), HOPOLLOK JJIsl IPUTOTOBJIEHHUS

pacTBopa [Jisl NpueMa BHYTpb, 400 Mr+325 Mr

Batch No. / 1 V2302273 Batch Quantity / 1 25576.33 units /
Cepust Ne 0Obbem naptuu 25576.33 equnun
Analytical Report No. / : 890001701456 Date of Analysis / 1 22.11.2023
AHanutuyeckuii oryeT No Jata aHanuza
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
Hata npoussojacTsa T'oneH mo

Analysis performed according ND / Auanu3s nposegen no HJT: JITI-007239-300721

Ne Test / Iloxazarenn

Result / Pe3yabTaTsl

Specification / Hopma |

5 [Identification / IMoanuHHOCTE
A) by HPLC / B2/KX
— Ibuprofen / ubynpoghen

— Paracetamol / napauemamon

Complies /
CoorBercTBYET

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
YIOCP)KHBAHKS OCHOBHBIX IHKOB Ha
| xpomaTorpammax HCIBITYEMBIX
PacTBOPOB [OJDKHBI COOTBETCTBOBATH
BpeMeHaM YAEpPKUBAHUS
COOTBETCTBYIOIIIUX OCHOBHBIX ITHKOB
Ha XpomaTtorpammax pacTBopa
CTaHAApTHBIX  ob6pasuoB  (pasnen
«KonuuecTBeHHOE OnpeiesieHHe).

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

— 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
NpoBeleHHH TecTa «KoaHYecTBEHHOE

onpeaeneHue» Y®-cnektpsl
HCNBITYEMBIX  PAacCTBOPOB  JOJIKHBI
COOTBETCTBOBATh Y®-cnextpam

CTaHJAPTHBIX PacTBOPOB HOympodeHa
Y napaneTamora.

Remarks : The Product confirms to ND/
IIpumeuanne: [ponykt cootBeTCcTBYET TpeGoBaHUsAM HJT

Conclusion : APPROVED /
3akawuenue: OTOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarororneno: Ankit ﬁ ITposepeno: Santosh Kuimar Onobpeno: Mez-lemxeq PykoBoanTens

(i Maurya 50 Ahhishek Chanhan ™\ _ .\\
Reprint Date / Reprint Date / Reprint Date / N \
Hara: 22.11.2023 Hara: 22.11.2023 Hara: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd.
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
CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITponyxt U6ykmun” Dxenpece (M6ynpodeH + napaueramon), NOPOLIOK TS IPUTOTOBICHHS
pacTBopa Jiisi NpHeMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302273 Batch Quantity / : 25576.33 units /
Cepust No O6beM napTun 25576.33 equunn
Analytical Report No. / : 890001701456 Date of Analysis / :22.11.2023
AHnanutyeckuit order No Jara aHanuza
Date of Manufacture / 1 11/2023 Date of Expiry / : 10/2025
Hara npouzsojcTBa I'omeH no

Analysis performed according ND / Auanus nposeged no HJI: JITI-007239-300721

N |

8,0 %.

Test / Iloka3aren Result / Pe3yanTaTni | Specification / Hopma |

6 |Particle size / Pasmep uacrun 100 % | Particle size less than 2 mm — not less |
than 95 %; / Yactuy pasmMepom MeHee
2 MM — He MeHee 95 %;

89 % Particle size less than 0.25 mm — not

less than 60 %. / yacTun pasmepom
MeHee 0,25 MM — He Menee 60 |
%.

7 |Water/Bona 5.2 % Not more than 8.0 % w/w. / He 6onee|

8 |Related substances /
PoacrBenHble npuMecH

- ibuprofen / ubynpodgpen

BDL (Disregard Area= 12194) /
Hmxe nopora perucrpauuu (ITP
=12194)

Below Disregard Limit / Hike
[opora perucTpalun)

Individual unidentified impurity - not
more than 0.15 %. / Eqnnuynas
HEUAECHTH(HULHUPOBAHHAS MPHMECH - HE
bonee 0,15 %.

Total impurities - not more than 0.5%.
/ Cymma npumeceii - He 6ouee 0,5 %.

Remarks : The Product confirms to ND/

IIpumeqanue: [Ipoaykr cooTeeTcTBYeT TpeboBanusM HJT

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by /
IToarorosneno: Ankit

Checked by /

Approved by: Manager/Executive /
Onobpeno: Menemxep WO,&HTCHL

Hara: 22.11.2023

Hata: 22.11.2023

IIposepeno: Santosh I(%u-nar
Maurya v Abhishek Chauhan — \
Reprint Date / Reprint Date / Reprint Date /

Hara: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
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
CEPTUOPUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpogyxt Ubyknua® Dxcnpecc (M6ynpodeH + apaleTaMmolt), TOPOLLOK AJis TPUTOTOBICHHS
pacTBOpa sl pueMa BHYTphb, 400 Mr+325 mr

Batch No. / 1 ' V2302273 Batch Quantity / : 25576.33 units /
Cepiisi Ne Ob6beM napruu 25576.33 enunun
Analytical Report No. / : 890001701456 Date of Analysis / : 22.11.2023
Ananutuyeckuit otuet Ne Hata ananuza
Date of Manufacture / 1 11/2023 Date of Expiry/ ¢ 10/2025
Hara npousBoacTa I'oped no
Analysis performed according ND / Ananu3 niposenen no HJT: JITI-007239-300721

Ne | Test / IloxazaTesn Result / PesynnTaTst Specification / Hopma

- paracetamol / napayemamon

Below LOD (LOD = 0.01%) /

onpenenerus (IIKO = 0.01 %)

=6546)

Below Disregard Limit / Huxe
[opora perucTparuy )

Hinke npeaeina KoJIH1ecTBEHHOTr O

BDL (Disregard Area= 6546) /
Huxe mnopora perucrpauuun (I1P

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

Individual unidentified impurity - not
more than 0.10%. / Eaunuunas
HEUJEHTUDHUIUPOBAHHAS TIPUMECE - HE
6onee 0,10 %.

Total impurities - not more than 0.5%.
CyMMa npumeceii - He 6outee 0,5 %.

9 |Uniformity of dosage units /
OnHopoaHOCTH 103UPOBAHHA

- ibuprofen / ubynpodghen

- paracetamol / napayemamon

2.2

1.7

Acceptance value (AV) should not be
more than 15.0. / [lokasatens
npuemiieMocTd (AV) gomxkeH ObITh HE
boinee 15,0.

Acceptance value (AV) should not be |
more than 15.0. / [TokazaTens

Remarks : The Product confirms to ND/

ITpumeuanne: IpoxykT coorsercTByeT TpeGoBanusm HJT

Conclusion : APPROVED /
3axnwouenune: OJIOBPEHO

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

IlonroroeneHo: Ankit ﬂ IIpoBepeno: Santosh Kumar Onobpeno: Menemiep,/ Pykoponnresib
= Maurya Abhishek Chauhan ki

Reprint Date / Reprint Date / Reprint Date / o )

Hara: 22.11.2023

Hara: 22.11.2023

Jlata: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 49500 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
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
CEPTU®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITponykt W6yxnmun® Dxenpecc (ubynpoden + napaueramonn), MIOPOLIOK JJIsl IPUTOTOBJIEHUS
pacTBopa JJIs p¥emMa BHYTpb, 400 mMr+325 mr
Batch No. / : V2302273 Batch Quantity / : 25576.33 units /
Cepnsg No O06beM mapTuu 25576.33 enunuy
Analytical Report No. / : 890001701456 Date of Analysis / 1 22.11.2023
AHanutuyeckuii otyet Ne Jlata ananuza
Date of Manufacture / : 1172023 Date of Expiry / 1 10/2025
Jara npousBoacTBa I'ogen no
Analysis performed according ND / Ananu3s nposened no HJT: JITT-007239-300721
[ Ne | Test / IToka3aTenn Result / PesyanTaTnl Specification / Hopma
' npuemMIeMocTt (AV) 10JxeH GBITh He |
| 6oiee 15,0.
10 | Microbial limits C
MuxkpoGnonorgyeckas Y4ucToTA a) Total aerobic microbial count -
NIL CFU/g/ not more than 1000 CFU/g. /
KOE/r Ob1uee JUCIIO a’3pOOHBIX
MUKpPOOpraHU3MoB - He OGomee 1000
KOE/Tr.
b) Total combined yeasts and
NIL CFU/g / mould - not more than 100 CFU/g. /
KOE/r Obuiee  YHCIO  JAPONOKEBBIX M
IJIECHEBBIX TpuboB - He 6Gonee 100
KOE/r.
Absentper 1 g/ {c) Escherichia coli - shall be absent per
OtrcyterByeT B 1r 1 g./ Escherichia coli - orcytctsue B 1
r.
11 | Assay / KonnuecTBeHHOE
onpenesieHne
- ibuprofen / ubynpogen 396.2 mg (99.0%) / 360.0 mg to 440.0 mg of CizHi30:
396.2 mr (99.0%) (ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mMr no
440,0 mr C3H130, (ubynpoden) (ot
| | 90,0 % nmo 110,0 % OoT HOMHHAIBEHOTO

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Ilpumeyanue: [TpoaykT cooTBeTCTBYET TpeboBanusm HJT

3akiawuyenue: OJOBPEHO

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

Ioarorosneno: Ankit /A7 IIposepeno: Santolgaljﬂ_(umar Onobpeno: Menemxep @B 1UTEINb
/_~— | Maurya & A Abhishek Chauhan _OQ

Reprint Date / - Reprint Date / Reprint Date /

Hara: 22.11.2023 Jara: 22.11.2023 Hata: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com



Dr.Reddy’s Q::"

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMpomykT U6ykmun® Dxcnpece (ubynpodeH + napaueramon), HOPOLIOK AJis IPUTOTOBJICHUS
pacTBOpa Ajis npHema BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2302273 Batch Quantity / 1 25576.33 units /
Cepus Ne Obbem napTiu 25576.33 eaunuLl
Analytical Report No. / : 890001701456 Date of Analysis / : 22.11.2023
AHamuThueckuii otueT No JlaTa aHanusa
Date of Manufacture / 1 11/2023 Date of Expiry / . 10/2025
JlaTa npou3BOACTBA T'onen no
Analysis performed according ND / Ananus nposeaen no HJI: JIM-007239-300721
No Test / Ilokasarenn Result / Pe3ynbTatsl Specification / Hopma
COjiepXXaHNg) B OJIHOM MaKETHKeE.
- paracetamol / napayemamon 323.1 mg (99.4%) / 292.5 mg to 357.5 mg of CsHoNO;
323.1 Mr (99.4%) (paracetamol) (90.0 % to 110.0 % of
label claim) per sachet. / Ot 292,5 mr
1o 357,5 mr CsHoNO, (mapaueramoln)
(or 90,0% gmo 110,0 % or
HOMMHAJIEHOTO COAEPXKaHHs) B ONHOM
MaKeTHKE.
12 |Package / Ynakoska 5 g in a sachet of a combination|5 g in a sachet of a combination
material (laminated | material (laminated
paper/LDPE/aluminum paper/LDPE/aluminum foil/LDPE). 6
foil/LDPE). 6 sachets and patient|or 9 sachets and patient information
information leaflet in carton pack. /|leaflet in carton pack. / Ilo 5 r B
Ilo 5 r B mNaKkeTHKe M3 |NakeTMKe U3  KOMOHMHUPOBAHHOTIO
KOMOWHHPOBaHHOTO Marepualia | Marepuaa (TaMHUBUpPOBaHHAs
(JlaMHHHPOBaHHAsI | 6ymara/[I2HII/antomunyeBas
6ymara/[I3HII/anromuanEBas donpra/[IDHIT). Ilo 6 wm 9

donera/IIOHIT). ITo 6 makeTHkoB
BMECTe C  HUHCTpyKUMEH 10

| NIPUMEHECHUIO B NTAYKY KapTOHHYHO.
|

[aKETHKOB BMECTE C MHCTPYKLHMEH Mo
NPUMEHEHHUIO B MA4YKy KAPTOHHYIO.

Remarks : The Product confirms to ND/
ITpumeuanne: I[TpoaykT cooTBeTcTBYET Tpedosanusam HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

JHata: 22.11.2023

Hara: 22.11.2023

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

IToxroroeneno: Ankit Ilporepeno: Santosh Kumar Onobpeno: Menemxkdp / Pykogoaureib
_—"| Maurya - Abhishek Chauhan TL i

Reprint Date / Reprint Date / Reprint Date / A

Jarta: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2959, Email: mail@drreddys.com

CIN: L85195AP1984PLC004507
www.drreddys.com
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
[Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMponykr U6ykua®™ Sxcnpecc (M6ynpodeH + napaneraMos), HOPOIIOK /1Sl PUTOTORJEHHMS
pacTBopa aJig nprema BHYTpb, 400 mr+325 mr
Batch No. / 1 V2302273 Batch Quantity / : 25576.33 units /
Cepust Ne O6beM napTHu 25576.33 eaununy
Analytical Report No. / : 890001701456 Date of Analysis / : 22.11.2023
AHaJMTHYECKH oTUeT No Jara aHanuza
Date of Manufacture / : 11/2023 Date of Expiry / 1 10/2025
Jlata npouzBojcTBa I"onex no
Analysis performed according ND / Anaynus nposeaen no HJI: JITT-007239-300721

No Test / IlokazaTesan Result / PesyanTaTnl | Specification / Hopma

13 |Labeling / MapkupoBka According to ND. / B cootercTBuu ¢ H/I.

14 |Storage conditions / Store below 25 °C. / IIpu Temneparype He Boiwe 25 °C.

Xpanenue
15 [Shelflife / Cpok rognocTn 2 years. / 2 rofia.

API name / Haumenopanue ADC:

Ibuprofen sodium dihydrate /
HbynpodeHa HaTpust UrHAPAaT

Paracetamol / [TapaneTtamon

npoussoauteas I'JIdD:

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / [lapaueramon
API manufacturer batch number / SB1F0061 APAPE2023060684
Homep cepuu npoussogutenss ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTanmmun FEQA00014 FEQAO00344

API Manufactured by & country /
Hpoussoaurtenan APC, crpaHa:

BASF Corporation, USA /
BACO® Kopnopeiium, CIITA

Granules India Limited, India /
I'panynec Uuaus Jlumuren, Uuaus

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr coorBetcTByeT Tpebopauusm HJI

Conclusion : APPROVED /
Sakarouenne: OJOBPEHO

Hata: 22.11.2023

Hara: 22.11.2023

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

IToaroroeneno: Ankit / ﬂ/ ITporepeno: Santosh Kumar Onobpexo: Meuemﬁep@ OANTEND
= Maurya y Abhishek Chauhan 1

Reprint Date / Reprint Date / Reprint Date / \

JlaTta: 22.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CiIN: L85195AP1984PLC004507
www.drreddys.com




