Dr.Reddy’s €3¢

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

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

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponyxt U6yknun® Dxcnpece (ubynpoden + napaueramon), MOPOIIOK ISl [IPUTrOTOBIEHHS pacTBOPa
JUis IpyueMa BHyTpb, 400 mr+325 mr
Batch No. / : V2400123 Batch Quantity / : 17160.00 units /
Cepus Ne O6neM napTuu 17160.00 envuuL
Analytical Report No. / : 040002428075 Date of Analysis / 1 26.02.2024
AHanutnveckuit otyet Ne Jlara ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jlata npou3BoJCTBa [oneH 1o
Analysis performed according ND / Ananu3s nposeznen no HJ: JI[1-007239-300721
ONe Test / [Toxa3zaTenn Result / Pe3yabTaThl Specification / Hopma
1 |Description / Onncanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / Ilopomok ot 6€noro

[Topowiok 6enoro 1Bera c
XapaKTEepHBIM 3aMaxoM.

[0 TOYTH 0eNnoro IBera, ¢ XapaKTepHbIM
3amaxoM.

2 | Reconstituted solution /
BoccraHoB/IeHHBIH pacTBOP

Colourless solution with a
characteristic odor, with small
amount of suspended particles.

Colourless solution with a characteristic
odor shall be observed, may have small
amount of suspended particles. /

- appearance / onucanue BecupetHpiif  pacTBOp | becuBeTHbIE pacTBOp € XapakTEpHBIM
XapaKTepHBIM ~ 3allaxOM, C| 3alaxoM, C BO3MOXHBIM COJEpKaHHEM
HeOOoIbIINM KOJIMYECTBOM | HEOOJIBILIOTO  KOMMYECTBA B3BELICHHBIX
B3BEILICHHBIX YaCTHII. YaCTHII.

- Color of the solution / Complies / Color intensity of the solution does not

UBEHIHOCHb CoOOTBETCTBYET exceed color intensity of reference standard

Bo. / PacTBOp mO/MKEH OBITH OKpallleH He
6oJee MHTEHCHBHO, YeM 3TaJIOH Bo.

3 | Dissolution time /
Bpemst pacTBOpeHHs

01 min 07 sec/ 01 muH 07 cex

Not more than 5 min. / He Goiiee 5 MuH.

4 |pH of solution
/ pH pactBOpa

6.5

5.8t07.8./0t15,8 107,8.

Prepared by /
IToprorosieHo: Ambresh

Kumar G_,Ff/’/‘

Remarks : The Product confirms to ND/
IIpumeuanue: [Tponykt coorsercrayer Tpedosanam HJL
Checked by /

[TpoBepeno: Santosh Kumar

Maurya

A

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO
Approved by: Manager/Executive /

Opobpeno: Meneauxep / PyxoBoauTens
Abhishek Chauhan L\

Reprint Date /
Hata: 26.02.2024

Reprint Date /

Jara: 26.02.2024

Reprint Date /
Mara: 26.02.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 49C0 2200, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PI.CO04507
www.drreddys.com




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
CEPTHOHUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Ipoaykt U6yknur® Dxcnpece (ubynpodeH + napaueramolt), HOPOILOK /i IPUrOTOBJIEHHS pacTBOpa
JUis mpreMa BHyTpb, 400 Mr+325 mr
Batch No. / : V2400123 Batch Quantity / : 17160.00 units /
Cepws Ne O6bem napTuy 17160.00 egunun
Analytical Report No. / : 040002428075 Date of Analysis / 1 26.02.2024
Anaymtnyeckuii oTueT No JlaTa ananuza
Date of Manufacture / 1 02/2024 Date of Expiry / 1 01/2026
Jata nponsBosacTsa T'ozen no
Analysis performed according ND / Ananu3z nposesen no HI: JII1-007239-300721
0Ne Test / Iloka3zaTtesnn Result / Pe3yabTaThl Specification / Hopma
5 [Identification / IloxiuHHOCTH 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). / Bpemst ynep>XuBaHHsI OCHOBHBIX
— Paracetamol / napayemamon IMKOB Ha XPOMAaTOrpaMMax MCIHBITYEMBbIX
pacTBOpOB  AOJDKHBI  COOTBETCTBOBATH
BpeMeHaM YAepKUBaHHUS
COOTBETCTBYIOIIMX OCHOBHBIX IIHKOB Ha
XpomarorpaMMax pacTBOpa CTaHIApTHbIX
obpasuoB  (pazzmen  «Komu4ecTBEHHOE
ONPENICTIEHHE).
B) by HPLC-UV / BOXX-Y® Complies / When carrying out the "Assay" test, the
CooTBeTCTBYET UV spectra of the test solutions should
- Ibuprofen / ubynpogen correspond to those of ibuprofen and
— Paracetamol / napayemamon paracetamol standard solutions. / Ilpu
npoeefeHnn  Tecta  «KonuuecTBeHHOE
onpeznenenue» YD-CeKTpbl UCHBITYEMbIX
PacTBOPOB JIOJDKHBI COOTBETCTBOBATH Y @-
CIEKTpam CTaHAAPTHBIX pacTBOpPOB
. ubynpodeHa u napageramona.

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykr coorsercTByeT Tpedosatmsim HJI

Conclusion : APPROVED /
3axkmoyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Moxroroeaexo: Ambresh ITpoeepeno: Santosh Kumar Onobperno: Menemkgp / PykoBoaures
Kumar Maurya Abhishek Chauhan

@l’— _(i
Reprint Date / Reprint Date / Reprint Date /
Hata: 26.02.2024 Hara: 26.02.2024 Hara: 26.02.2024

¢ Mo 3, Banjara Hills, Hyderabad - 500034, Telangang, India

LE51954P1984PLCO04507
wwedrieddys.com

4900 2999, Email: mail@drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Mpoaykt U6ykmun® Dxenpece (MOynpodeH + napaieramoln), HOPOLLIOK Aist IPUTOTOBIEHHA PacTBOpa

JUIsl IpiemMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2400123 Batch Quantity / : 17160.00 units /
Cepus Ne O6beM napTuu 17160.00 exuHUL
Analytical Report No. / : 040002428075 Date of Analysis / 1 26.02.2024
AHasiutuueckuit oruer Ne Jlata ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
Hara npon3BojcTsa I"ozen 1o

Analysis performed according ND / Ananus nposesen no HJI: JII1-007239-300721

ONe Test / Illoka3zaTeian Result / PesyanTaTnt Specification / Hopma
. p
6 |Particle size / Pazmep yacTui 100 % Particle size less than 2 mm — not less
than 95 %; / YacTuu pazmepoM MeHee 2 MM
— He MeHee 95 %;
89 % Particle size less than 0.25 mm — not less
than 60 %. / 4acTULl pa3MepoM MeHee
0,25 MM — He MeHee 60 %.
7 |Water / Boga 4.8 % Not more than 8.0 % w/w. / He 6oee 8,0 %.
8 |Related substances /
PoacrBeHHbIe mpuMecH
- ibuprofen / udynpodpen Individual unidentified impurity - not more
. than 0.15 %. / Exunuynas
0.04 % HeUJeHTUOHLUPOBAHHAS IPUMECH - HE
6oiee 0,15 %.
0.04 % Total impurities - not more than 0.5%. /
Cymma npumeceii - He 6onee 0,5 %.
- paracetamol / napayemamon Below LOD (LOD = 0.01 %) /|Impurity K - not more than 0.15%. /
Huwxe mpenena o6uapyxenus [Ipumecs K - e 6onee 0,15 %.
(TI0 = 0.01 %)

Remarks : The Product confirms to ND/
IIpumeuanne: [1poayKT cOOTBETCTBYET

Tpedosanusam HJT

Conclusion : APPROVED /
Saxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoproToBneno: Ambresh [Tposepeno: Santosh Kumar Onobpeno: MeHemkep / PykoBogurenn
Kumar @ — Maurya Abhishek Chauhan ‘
Reprint Date / Reprint Date / Reprint Date / '
Hara: 26.02.2024 Hara: 26.02.2024 Hata: 26.02.2024
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Dr.Reddy’s €¢

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

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

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoayxr HU6yknun® Dkenpecce (M6ynpoen + napaueramoln), HOPOILOK [Jisl IPUTOTOBJIEHMS pacTBOpa
JU1s ippeMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2400123 Batch Quantity / : 17160.00 units /
Cepus Ne O6beM napTuu 17160.00 eayvinuiy
Analytical Report No. / : 040002428075 Date of Analysis / 1 26.02.2024
AHanuTHueckuit oTyeT No JlaTa aHanu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JaTta npousBojcTBa ['onen no
Analysis performed according ND / Ananus nposeaes no HJT: JIII-007239-300721
ONe Test / IlokazaTean Result / Pe3yabTaThl Specification / Hopma
Below LOQ (LOQ = 0.05 %) / [Individual unidentified impurity - not more
Hike mpefena than 0.10%. / EnuHuuHas
KONHUECTREHHONO HeuICHTHGULMPOBaHHAS IPUMECH - HE
0,
onpenenenus (IIKO = 0.05 %) Bonee 0,10 %.
Below LOQ / Huxe mipeiena  Total impurities - not more than 0.5%. /
KOJIUYECTBEHHOIO Cymma npumeceii - He 6onee 0,5 %.
OTpeneNneHus
9 |Uniformity of dosage units /
OHOPOAHOCTH K03UPOBAHHUS
- ibuprofen / ubynpodghen 24 Acceptance value (AV) should not be more
’ than 15.0. / Ilokazarens NpHeMIIEMOCTH
(AV) nomxeH ObITh He Gonee 15,0.
| camol / nava Acceptance value (AV) should not be more
paracetamo panemanon 2.1 than 15.0. / Ilokazatenb NpHUEeMIIEMOCTH
(AV) nomxen 65ITh He Oonee 15,0.

Remarks : The Product confirms to ND/
IIpumeyanune: [Ipoaykt coorBercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroeneHo: Ambr IIposepeno: Santosh Kumar Onobpeno: Menemidp / Pykosonurens
Kumar j/ﬁ Maurya (& Abhishek Chauhan (
Reprint Date / Reprint Date / Reprint Date /

JlaTa: 26.02.2024 Hara: 26.02.2024 Jara: 26.02.2024

nagistared Oifice: 2-2-35

S195AF1984PLCO04507
wavw direddys.com

' ito, 2, Banjara Hills, Hyderabad -
91 40 4900 2999, Email: mail@drreddys.com

500034, Telangana, India




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

CEPTHO®UKAT AHAJIM3A

Product
IIponyxr

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
U6yxnun® Dxcnpecc (MBynpodeH -+ napaneramolr), NOpoOLIOK AMIs TPUrOTOBIEHHS PacTBOpa
IUJ1sl TppeMa BHYTpsb, 400 mr+325 mr

Batch No. /
Cepus Ne

1 V2400123

Batch Quantity /
O6bem napTuu

: 17160.00 units /
17160.00 eqrHuL

Analytical Report No. /
AnHanutnyeckuii otyeT Ne

: 040002428075

Date of Analysis /
JlaTa aHanM3a

1 26.02.2024

Date of Manufacture / : 02/2024

JlaTa npou3BoJCTBa

Date of Expiry /
I'omen o

: 0172026

Analysis performed according ND / Ananus nposeaen no HJI: JII1-007239-300721

ONe Test / IlokazaTenab

Result / PesynbTaThi

Specification / Hopma

10 | Microbial limits /
Mukpo6uosiornyecKasi Y4MCTOTA

NIL CFU/g/
KOE/r

NIL CFU/g/
KOE/r

Absentper 1 g/
OtcyTcTBYET B 1T

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

O611ee YUCNO a3pOOHBIX MUKPOOPTaHU3MOB
- ge 6osee 1000 KOE/T.

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

OO0lIlee YHCIIO APOXCOKEBBIX U IUIECHEBBIX
rpu6oB - He 6osee 100 KOE/T.

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

11 | Assay / KosnuuecTBenHoe
onpeaeneHHe
- ibuprofen / ubynpogen

- paracetamol / napayemamon

394.7 mg (98.7%) /
394.7 mr (98.7%)

323.2 mg (99.4%) /
323.2 mr (99.4%)

360.0 mg to 440.0 mg of Ci3His02
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 Mr
Ci3Hi302 (ubympoden) (ot 90,0 % 1o
110,0 % OT HOMHHAJIBHOTO COAEPXKAHUsA) B
OJIHOM TIaKETHKE.

292.5 mg to 3575 mg of CsHoNO,

(paracetamol) (90.0 % to 110.0 % of label

Remarks : The Product confirms to ND/

Hpumeuanne: [Ipoaykr coorBeTcTBYeT TpeboBanusam HJIL

Conclusion : APPROVED /
3axmoyenne: OIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToxrorosneno: Ambyesh ITpoBepeno: Santosh Kumar Onobpeno: MeHemkep / PykoBoauTesb
Kumar F} Maurya Abhishek Chauhan 1 \
Reprint Date / Reprint Date / Reprint Date /

Hara: 26.02.2024 Harta: 26.02.2024 Hara: 26.02.2024

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

CIN: L85195AP1984PLC0O04507
www.drreddys.com




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

Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Ipoaykt U6yknuu® Dxcnpecc (M6ynpoder + napaneramost), NOPOLIOK /sl IPUTOTOBIEHHUS pacTBOPa
Jiig npueMa BHYTpb, 400 Mr+325 mr
BatchNo. / : V2400123 Batch Quantity / : 17160.00 units /
Cephis Ne O6beM napTun 17160.00 exqnnun
Analytical Report No. / : 040002428075 Date of Analysis / 1 26.02.2024
AnaJuTuyeckuid otyeT No Jlata aHanu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 0172026
Jlara npon3BojacTBa ['onen no
Analysis performed according ND / Ananu3s nposeaesn no HJI: JII1-007239-300721
ONe Test / Iloka3arenab Result / Pe3yabTaThl Specification / Hopma
claim) per sachet. / Ot 292,5 Mr 10 357,5 mr
CsHoNO, (mapaueramon) (ot 90,0 % mo
110,0 % OT HOMHHAJIBHOTO COAEPXKAHHUSA) B
i OJIHOM TIaKETHKE.

12 |Package / YnakoBka 5 ginasachet of a combination |5 g in a sachet of a combination material
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|makeruke u3 KOMOMHUPOBAHHOIO
carton pack. / Ilo 5 r B|maTepuana (laMHMHHPOBaHHAs
NaKeTHKe u3 | 6ymara/[IOHIl/amomMuHueBas
KOMOMHUPOBAHHOTO donera/TISHIN). [To 6 Wi 9 nakeTukoB
MarepHana (JJAMHHHPOBAHHAS | BMECTE ¢ WHCTPYKIHEH 1O NPUMEHEHHIO B
6ymara/[IoHI1/antoMuHKieBas |nauky KapTOHHYIO.
¢onpra/IISHIT). Io 9
aKEeTHKOB BMeECTe c
WHCTPYKLHUEH no
NPUMEHEHHIO B nayKy
KapTOHHYIO.

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

14 |Storage conditions / Store below 25 °C. / IIpu Temnepatype He Bbiiie 25 °C.

XpaHneHne

Remarks : The Product confirms to ND/
ITpameuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akmouenue: OJJIOBPEHO

Ilata: 26.02.2024

Jata: 26.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno: A 1, ITposepeno: Santosh Kumar Onobpeno: Menemxepy Pykopoaurens
Kumar y Maurya Abhishek Chauhan ‘
Reprint Date / Reprint Date / Reprint Date /

Jara: 26.02.2024

Registered Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4800 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04507
www.drreddys.com




Dr.Reddy’s Q!‘

CERTIFICATE OF ANALYSIS

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

CEPTUDPHUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ipoaykr U6yxmun® Dxcnpecc (M6ynpoden + napaueramolt), IOPOLIOK s IPUTOTOBJICHHS PacTBOpa

IUIs TpreMa BHYTpb, 400 Mr+325 mr

Batch No. / : V2400123 Batch Quantity / : 17160.00 units /
Cepuist Ne O6beM napTiu 17160.00 exunuy
Analytical Report No. / : 040002428075 Date of Analysis / ¢ 26.02.2024
AHalutudeckuit otyer Ne Hara ananuza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npou3BoACTBa I'oneH 1o

Analysis performed according ND / Aranus nposene no HJI: JI1-007239-300721

ONe

Test-/ Hokazatesanb

Result / Pesyabrarel |

Specification / Hopma

15 | Shelf life / Cpok rognoctu

2 years. / 2 rozia.

API name / HaumenoBanue ADC:

Ibuprofen sodium dihydrate /
Wbynpodena Hatpus auruapar

Paracetamol / [Tapaneramon

npoussoguressa I'JID:

INN / MHH: Ibuprofen / M6ynpoden Paracetamol / [Taparietamon
API manufacturer batch number / SB2F0004 APAPE2023060685
Homep cepun npousBoantessi APC:

FP Manufacturer API Batch number /

Homep cepuu cyGcTaHIHH FERA00041 FEQAO00345

API Manufactured by & country /
IIpoussoauTennr ADC, cTpaHa:

BASF Corporation, USA /

BAC® Kopnopeiims, CILA

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

Remarks : The Product confirms to ND/
IIpumeuanue: IIponykt coorsercTByet TpeboBanusm HJL

Conclusion : APPROVED /
3axkmouenue: OJIOBPEHO

Jara: 26.02.2024

Jara: 26.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Togrororneno: Ambresh IIposepeno: Santpsh Kumar Onobpeno: Menemxep)/ PykoBoaurens
Kumar " Maurya gv Abhishek Chauhan [
Reprint Date / Reprint Date / Reprint Date /

Jlara: 26.02.2024

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

CIN: L85195AP1984PLCO04507
www.drreddys.com




