Dr.Reddy’s ‘g'.

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

CEPTUO®UKAT AHAJIN3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMponykt U6yxnun® Dxenpece (M6ynpoden + napaueramost), IOPOLIOK AJisi PUTOTOBJICHHs pacTBOpa

IS ipueMa BHYTpb, 400 mr+325 mr

Batch No. / 1 V2400122 Batch Quantity / : 17082.00 units /
Cepusg Ne ObbeM napTuu 17082.00 eguHuL
Analytical Report No. / : 040002427966 Date of Analysis / 1 26.02.2024
AHanuTu4eckuil otyet Ne JlaTa ananusa
Date of Manufacture / : 02/2024 Date of Expiry / . 01/2026
JlaTa npou3BoACTBa I'oxen 10

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

ONe Test / Iloka3zaTenn Result / PesyabTaThl Specification / Hopma
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / ITopowmok ot 6enoro
[Mopourok 6Genoro LBera c| A0 MOYTH 6enOro LBETAa, C XapaKTEpPHbLIM
XapaKTepHBIM 3allaXxoM. 3aMaxoM.
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
BoccTaHoBJIEHHBIH pacTBOp characteristic odor, with small| odor shall be observed, may have small
amount of suspended particles. | amount of suspended particles. /
- appearance / onucanue BecuseTHbI#t  pacTBOp | BecuBeTHbI pacTBOp C XapaKTEpHBIM
XapaKTepHbIM  3allaxoOM, C| 3allaxOM, C BO3MOXXHBIM COJI€P)KaHHEM
HEOOJIBIIUM KOJIMYECTBOM | HEOONBIIOr0  KOJIMYECTBA  B3BELIEHHBIX
B3BEIIEHHbBIX YaCTHII. YaCTHUIL.
- Color of the solution / Complies / Color intensity of the solution does not
UsemHocmy CooTBeTcTBYyeT exceed color intensity of reference standard
By. / PacTBOp mOKeH OBITh OKpallleH He
- 6oJ1ee HHTEHCUBHO, 4€M 3TaloH Bo.
3 |Dissolution time / 01 min 05 sec/ 01 mun 05 cex|Not more than 5 min. / He 6onee 5 MuH.
Bpemst pacTBopenust
4 |pH of solution / pH pacTBOpa 6.6 5.8t07.8./0t15,8 no7,8.

Remarks : The Product confirms to ND/

Hpumeuanue: [Iponyrr cootBeTcTBYeT TpeboBaHKIM HII

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IToarorosneno: Ambresh
Maurya

Checked by /
[TpoBepeno: Santosh Kumar

B

Approved by: Manager/Executive /

Onobpeno: Menemxkep,/ PykoBoaurens
Abhishek Chauhan l \

Kumar W
Reprint Date /

Jara: 26.02.2024

Reprint Date /
Hara: 26.02.2024

Reprint Date / \
Harta: 26.02.2024

Registercd Gffice: 8-2-327, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: #9140 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LE5195AP1984PLCO04R07
wwdrreddys.com




Dr.Reddy’s ":'

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

CEPTU®UKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITpoaykr U6yxmua® Dxcnpece (6ynpodeH + napaueramon), NOpoLIOK Uis IPUTOTOBIIEHHS PacTBOPa
JUJisl mpyeMa BHYTpb, 400 mr+325 mr
Batch No. / : V2400122 Batch Quantity / : 17082.00 units /
Cepus Ne O6bem naptiuu 17082.00 exrHuL
Analytical Report No. / : 040002427966 Date of Analysis / 1 26.02.2024
AxauTHyeckuil otyet Ne arta ananuza
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Iara npou3BoacTBa I"oneH o
Analysis performed according ND / Ananu3 nposesied no H: JII1-007239-300721
ONe Test / Iloka3zaTesn Result / Pe3ynbTaThl Specification / Hopma
5 [[dentification / IlogsiHHHOCTB 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). / BpeMs yaepxuBaHHsI OCHOBHBIX
~ Paracetamol / napayemamon IIHKOB HAa XPOMATOrpaMMaX HCIBITYEMBIX
pacTBOpOB  JOKHBI  COOTBETCTBOBATH
BpEMeHaM YOEPKHUBAHUS
COOTBETCTBYIOIUMX OCHOBHBIX IHKOB Ha
XpOMaTOrpamMMax pacTBOpa CTaHOAPTHBIX
obpaznoB  (pazgen  «KomuuecTBEHHOE
OIPENENIEHHEN).
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
npoeefieHrH  TecTa  «KonnyecTBeHHOE
onpeneneHue» Y®O-COEKTPbl UCIBITYEMbIX
pPacTBOPOB JIOJDKHEI COOTBETCTBOBATH Y D-
CIeKTpam CTaHJIapTHBIX pacTBOpOB
ubynpodeHa 1 napaneramorna.

Remarks : The Product confirms to ND/

Ilpumeuanue: IponykT cooTBeTCTBYET TpeboBanusM H]J

Conclusion : APPROVED /
3axawuenne; OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarororneno: Ambres [Tposepeno: Santosh Kumar Onobpeno: Menemxepy PykoBoantens
Kumar [ 2= Maurya &\-—:’ Abhishek Chauhan \ \
Reprint Date / Reprint Date / Reprint Date / ~
JHara: 26.02.2024 Hara: 26.02.2024 Jata: 26.02.2024

Registered Clfice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 00034, Telangana, India
Jel: +91 40 4900 2900, Fax: =91 40 4900 2992, Emai!: mail@drreddys.ccm

CIN: L85195AF1584PLCCOA507
www.drreddys.com




Dr.Reddy’s ":"

Dr. Reddy's Laboratories {id.
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
ITpoaykr H6ykmun® Dxcnpece (ubynpode + napaieramon), MOPOIIOK /ISl IPUTOTOBICHHS PacTBOpa
JUIs TpreMa BHYTpb, 400 Mr+325 mr
Batch No. / 1 V2400122 Batch Quantity / : 17082.00 units /
Cepus Ne O6bem napTuu 17082.00 enrnuIy
Analytical Report No. / : 040002427966 Date of Analysis / 1 26.02.2024
AHanutHyeckuit otuet Neo JlaTa aHanuza
Date of Manufacture / 1 02/2024 Date of Expiry / : 0172026
Jlata npousBoAcTBa lomen no
Analysis performed according ND / Aranu3 nposesen no HJI: JIT1-007239-300721
ONe Test / IlokazaTean Result / PesyanTaThl Specification / Hopma
6 |Particle size / Pazmep YyacTHIX 100 % Particle size less than 2 mm — not less
than 95 %; / YacTul pazMmepoM MeHee 2 MM
— He MeHee 95 %;
89 % Particle size less than 0.25 mm — not less
than 60 %. / yacTul pazMepoM MeHee
0,25 MM — He MeHee 60 %.
7 |Water / Boga 4.6 % Not more than 8.0 % w/w. / He 6onee 8,0 %.
8 |Related substances /
PoncrBennbie npumecu
- ibuprofen / ubynpoen Individual unidentified impurity - not more
. than 0.15 %. / Enunn4Has
0.04 % HeuAeHTH(UIIMPOBaHHAS IPHMECH - HE
6onee 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%. /
Huxe npemena o6buapyxenus |[Ipumeck K - He 6onee 0,15 %.
(IT0 = 0.01 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: IIponykT cooTBeTCTBYET TpeboBanvaM HJI 3axaoyenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroeneHo: Ambresh IIposepeno: Santosh Kumar Onobpeno: Menemkep / PykoBoaurens
Kumar L= Maurya @l Abhishek Chauhan
Reprint Date / Reprint Date / Reprint Date /
Jara: 26.02.2024 Jlara: 26.02.2024 Hara: 26.02.2024

Registered Office: 8-2-337

, Road No. 3, Banjara Hills, Hyderabad -

500034, Telangana, India

Tel: #9120 4600 2800, Fax: =91 40 4900 2999, Email: mail@arreddys.com

CIN: L851954P1884PLCO04507
www.drreddys.com




Dr.Reddy’s “!'.

Dr. Reddy's Laboratories 1td.
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®UKAT AHAJIN3A
Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg B
IpoaykT U6yxmun® Drcnpece (ubynpodeH + napaueramodn), MOpOLIOK AJisi IPUTOTOBJIEHHS PacTBOpa
JUIS ipuemMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2400122 Batch Quantity / : 17082.00 units /
Cepus No O6bem naptuu 17082.00 enuHun
Analytical Report No. / : 040002427966 Date of Analysis / 1 26.02.2024
AHasiTu4eckuii otuer Ne Juta ananusa
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
JlaTa npou3BoCTBa I'oneH o
Analysis performed according ND / Ananu3s nposesier no HJI: JIIT-007239-300721
ONe Test / IlokasaTesn Result / PesyanTaTni Specification / Hopma
Below LOQ (LOQ = 0.05 %) / Individual unidentified impurity - not more
Hinke npeaena than 0.10%. / Enunuunas
KONHYECTBEHHOTO HeUACHTH(UUMPOBaHHAsI NPUMECH - HE
[
onpenenenus (IIKO = 0.05 %) Goree 0,10 %.
Below LOQ / Hixe npezena Total impurities - not more than 0.5%. /
KOJIMYECTBEHHOI O CyMma npumMeceii - He 6o1ee 0,5 %.
onpeaeaeHus
9 |Uniformity of dosage units /
OAHOPOIHOCTL A03HPOBAHMS
- ibuprofen / ubynpoghen 26 Acceptance value (AV) should not be more
' than 15.0. / Tloka3zarens npueMIIeMOCTH
(AV) nomxeH ObITh HEe Honee 15,0.
amol / Acceptance value (AV) should not be more
- paraceramor/ napauemamon 2.9 than 15.0. / [Toka3zaTens NpueMIeMOCTH
(AV) nomxkeH 6bITh He Bonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponykr coorercTBYeT TpeboBanusiM H]|

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Jara: 26.02.2024

Hara: 26.02.2024

Prepared by / Checked by / Approved by: Manager/Executive /
TloarorosneHo: Ambresﬁ ITpoBepeno: Santosh Kumar Onobpeno: Menenxepl/ PykoBoanrens
Kumar ' Maurya ' Abhishek Chauhan

/
Reprint Date / Reprint Date / Reprint Date / '

Hara: 26.02.2024

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

CIN: LS5195AP1984PLCO0A507
wwiw.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Lid
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badidi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 28166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product
[IponykT

Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
U6yxnun® Dxenpece (M6ynpodeH + napaueramolr), HOPOLIOK JIs IPUTOTOBIEHUS pacTBOPa
U1 TipueMa BHyTpb, 400 mr+325 mMr

Batch No. /
Cepus Ne

1 V2400122

Batch Quantity /
O6beM mapTuu

: 17082.00 units /
17082.00 equuuIL

Analytical Report No. /
AHandtndeckuii otyeT Ne

: 040002427966

Date of Analysis /
JlaTa aHanuza

1 26.02.2024

Date of Manufacture / : 02/2024

JlaTa npon3BoacTBa

Date of Expiry /
Tozen no

: 01/2026

Analysis performed according ND / Aranu3 nposeaeH no HJI: JII1-007239-300721

ONe | Test / IlokaszaTciap

Result / PesynnTaTnl

Specification / Hopma

10 | Microbial limits /
Mukpobuonornyeckast Y4uCTOTA

NIL CFU/g/
KOE/r

NIL CFU/g/
KOE/r

Absentper 1 g/
OtcyTcrByeT B 1Ir

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

O0611ee YUCIo a3pOOHBIX MUKPOOPTraHU3MOB
- He 6onee 1000 KOE/T.

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

O61ee 4HCIIO APONOKEBBIX U IUIECHEBBIX
rpubos - He 6onee 100 KOE/r.

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

11 | Assay / KonuuyecTBeHHoe
onpeeeHHe
- ibuprofen / ubynpogen

- paracetamol / napauemamon

396.7 mg (99.2%) /
396.7 Mr (99.2%)

319.8 mg (98.4%) /
319.8 mr (98.4%)

360.0 mg to 440.0 mg of C;3HisO,
(ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 mr 10 440,0 mMr
Ci3Hi302 (ubympoden) (or 90,0 % no
110,0 % OT HOMUHAJIBHOTO COMEPXKaHUs) B
OJIHOM TIaKETHKE.

292.5 mg to 357.5 mg of CsHoNO;

(paracetamol) (90.0 % to 110.0 % of label

Remarks : The Product confirms to ND/

IIpumeuyannue: [TponykT coorBeTcTBYET TpeboBanuamM HJT

Conclusion : APPROVED /
3axiarouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Hourommemﬁ:igh ITpoBepeno: Santosh Kumar Onobperno: Menenkgp / Pykosoaurens
Kumar / Maurya / Abhishek Chauhan

e & L\
Reprint Date / Reprint Date / Reprint Date / '
Hara: 26.02.2024 Hara: 26.02.2024 Hara: 26.02.2024

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

CIN: L85195AP1934PLCO04507
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 : 491 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
IIpoayxr HW6yxnua® Dxcnpece (6ynpoden + mapaueramoln), OPOIIOK JUisl IPUTOTOBJIEHUS PacTBOpa
JUld ipuemMa BHyTpb, 400 mr+325 mr
Batch No. / : V2400122 Batch Quantity / : 17082.00 units /
Cepus Ne Obbem mapTun 17082.00 eaunuL
Analytical Report No. / : 040002427966 Date of Analysis / 1 26.02.2024
Ananntuyeckuii oryeT No Jara ananuza
Date of Manufacture / : 02/2024 Date of Expiry/ : 0172026
JlaTta mpou3BOACTBA ['onen no

Analysis performed according ND / Ananus nposeznen no HJT: JIIT-007239-300721

0Ne

Test / Iloxkaszarein

Result / PeayabTatni

Specification / Hopma

claim) per sachet. / Ot 292,5 mr o 357,5 mr
CsHoNO, (mapauetramon) (ot 90,0 % no
110,0 % OT HOMUHAJIBHOI'O COAEPKAHUS) B
OJITHOM TIaKeTHKE.

12

Package / YmaxoBka

5 ginasachet of a combination

material (laminated
paper/LDPE/aluminum
foil/LDPE). 9 sachets and

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. /Ilo5rB

patient information leaflet in|makxeTuke u3 KOMOMHHPOBAHHOTO
carton pack. / ITo 5 r B|Marepuana (namMuHUpOBaHHas
MaKeTUKe u3 | 6ymara/II1OHI1/anoMunueBas
KOMOHHHPOBAHHOTO donera/TISHIT). Ilo 6 wim 9 nakeTukoB
Matepuana (JJaMHHHPOBaHHAs |BMECTE ¢ HHCTPYKIHMEH IO MPUMEHEHHIO B
6ymara/T[ISHIT/anoMuHueBas | HauKy KapTOHHYIO.
¢donpra/IIOHIT). ITo 9
HaKEeTUKOB BMeECTE c
HHCTPYKLIHEH o
NPUMEHEHHIO B navkKy
KapTOHHYIO.

13 |Labeling / MapxupoBka According to ND. / B cootBercTBuu ¢ HJI.

14 |Storage conditions / Store below 25 °C. / [Ipu Temnepatype He Boiine 25 °C.

Xpanenne

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanuaM HJ

Conclusion : APPROVED /
3akmouyenne: OJOBPEHO

Prepared by /

Kumar

ITopgrorosneno: Ambresh

Maurya

=

Checked by /
IIpoeepeno: Santosh Kumar

Approved by: Manager/Executive /
Onobpeno: MeHemi
Abhishek Chauhan

/ PykoBOOUTEND

Reprint Date /

Jara: 26.02.2024

Reprint Date /
Hara: 26.02.2024

Reprint Date /
Jata: 26.02.2024

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel: +51 40 4900 2900, Fax: +91 40 4900 2998, Email: mail@drreddys.com

CIN: L85195AP1984PLCO04A507
www.drreddys.com




Dr.Reddy’s ":'

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

Vill. Khol, Nalagari Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : 491 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
Hpomyxt : H6yknun® Dkcnpecc (u6ynpoden + napaieramoi), OpPOLIOK /I IPUTOTOBIEHHS PacTBOpa

JUJIs TpyueMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2400122 Batch Quantity / : 17082.00 units /
Cepust Ne Ob6beM napTiu 17082.00 eqmuuLL
Analytical Report No. / : 040002427966 Date of Analysis / 1 26.02.2024
Ananutudeckuii oryeT No JlaTa aHanu3a
Date of Manufacture / : 02/2024 Date of Expiry / : 01/2026
Jarta npou3BoACTBa ["onen oo

Analysis performed according ND / Ananus nposeaed no HJI: JIT1-007239-300721

0Ne Test / IToxaszaren

Result / PesyanTaTnl | Specification / Hopma

15 | Shelf life / Cpok rogHocTH

2 years. / 2 rona.

API name / Haumenoanue ADC:

Ibuprofen sodium dihydrate /
Hbynpodena HaTpus JUruapar

Paracetamol / [Tapatieramon

INN / MHH: Ibuprofen / U6ynpoden Paracetamol / Tlapanieramon
API manufacturer batch number / SB2F0004 APAPE2023060685
Homep cepun npoussoaureass ADC:

FP Manufacturer API Batch number /

Homep cepuu cy0cTaHIMHu FERA00041 FEQAO00345

nponszpoautens I'JIMD:

API Manufactured by & country /
IIpousBogurens ADPC, cTpaHa:

BASF Corporation, USA /
BAC® Kopnopeiium, CILIA

Granules India Limited, India /
I'panynec Unaus Jlumuten, Munus

Remarks : The Product confirms to ND/

M pumeranmer [poayicr 000TBoToTDyOT TpobobaniuiM HI

Conclusion : APPROVED /
3arutotener QJJOEPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INonroroeneno: Ambresh IIpoBepeno: Santosh Kumar Onobpeno: Menemxey] / PyxoBoautens
Kumar Maurya ' Abhishek Chauhan \
Reprint Date / Reprint Date / Reprint Date / — '

Hara: 26.02.2024 Jata: 26.02.2024

Jata: 26.02.2024

Registered Cffice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +€1 40 4900 2900, Fax: 91 40 4800 2992, Email: mail@drreddys.com
CIN: L25195AP1984P1.C004A5G7
o dteddys.ounit




