Dr.Reddy’s Q':

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

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

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIponykr U6ykmu® Dxcnpece (M6ynpodeH + napaneramolr), HOPOLIOK IS IPUTOTOBIIEHUS paCTBOPA
JUIsl mpueMa BHYTpb, 400 mr+325 mr
Batch No. / 1 V2400004 Batch Quantity / : 17084.22 units /
Cepust Ne O6beM napTuu 17084.22 enunHun
Analytical Report No. / : 890001711610 Date of Analysis / : 15.01.2024
AHanutiHueckuit otuer No JlaTa aHanuza
Date of Manufacture / 1 12/2023 Date of Expiry / 1 1172025
JlaTa npon3BOJACTBA T'open no
Analysis performed according ND / Ananu3 nposenes no HJI: JIIT1-007239-300721
ONe Test / IloxazaTenn Result / PesyabTaTh! Specification / Hopma
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / ITopowok ot 6enoro
IMopomiok 6enoro uBera c| A0 MouT# 6€0ro LBeTa, ¢ XapaKTEPHbIM
XapaKTepHBIM 3allaXoM. 3aMaxoMm.
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 BecupeTHpiii pacTBOp C| becuBeTHBIE pacTBOp € XapakTepHBIM
XapaKTEepHBIM  3alaxoM, C| 3allaXoM, C BO3MOXHBIM COJEpXKaHHEM
HEeOOJBLINM KOJIHUECTBOM | HEOOJBIIONO0  KOJTMYECTBA B3BEILIEHHBIX
B3BELICHHBIX YaCTHI. YaCTHII.
- Color of the solution / Complies / Color intensity of the solution does not
HBemMHOCMb CooTBeTcTBYET exceed color intensity of reference standard
By. / PactBOp nmomkeH ObITH OKpallleH HE
6oJjiee HHTEHCHBHO, YeM 3TAIOH Bo.
3 |Dissolution time / 01 min 05 sec/ 01 mun 05 cex| Not more than 5 min. / He 6onee 5 MuH.
Bpems pacTBopeHust
4 |pH of solution / pH pacTBOpa 6.5 5.8t07.8./0t15,8 no7,8.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpofyKT COOTBETCTBYET TPEOOBAHHUSIM I-ﬂ[[

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by /
IMoarorosineHo: Shivani

AT

Checked by /
[IpoBepeno: Pravesh Rana

Approved by: Manager/Executive /
Onobpeno: Menekep / PykoBoauresis
Manoj Kumar

=y

Reprint Date /
Jarta: 15.01.2024

Reprint Date /
Jlara: 15.01.2024

Reprint Date /
Jara: 15.01.2024

Registered Office: 2-2-337, Road No. 3, Ranjara Hills, Hyderabac - 500034, Telangana, India
Tel: +91 40 4900 2200, Fax: +91 40 4900 2999, Emeail: mail@drreddys.com

CIN: LE5195AP1984PLLCC04507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories |tcl.
Forimulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
Distt. Solan, H.P.. 173 205, iNDiA
Tel : 491 98166 56G01-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Product Ibuclin Express (IbuprofentParacetamol), powder for oral solution, 400 mg + 325 mg
ITponyxr U6yxmua® Dxcnpece (ubynpodeH + napameramoln), MOPOLIOK IS IPUTOTOBJIEHHS pacTBOpa
IJ1s ipueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2400004 Batch Quantity / : 17084.22 units /
Cepus Ne Obbem mapruu 17084.22 equHuIL
Analytical Report No. / : 890001711610 Date of Analysis / : 15.01.2024
AHanuTH4yecKuit oTyeT Ne JaTa ananuza
Date of Manufacture / : 12/2023 Date of Expiry / 1 11/2025
JlaTa npous3BoacTBa T'onen o
Analysis performed according ND / Ananu3 nposesex no HJI: JII1-007239-300721
0Ne Test / Iloxa3zaTesn Result / PesyaLTaTil Specification / Hopma
5 [[dentification / IlopmHHOCTB Complies / The retention times of the main peaks in the
CooTtBercTBYET chromatograms of test solutions should
A) by HPLC/ BIKX correspond to those in the chromatograms of
— Ibuprofen / ubynpodghen reference  standards  solution (Assay
section). / Bpemsi ynep)xuBaHUsI OCHOBHBIX
— Paracetamol / napayemamon [OMKOB Ha XpPOMAaTOrpaMMax HCIBITYeMBIX
pacTBOPOB  JIOJDKHBI ~ COOTBETCTBOBATH
BpEeMeHaM YACPKUBAHUS
COOTBETCTBYIOLIMX OCHOBHBIX IHMKOB Ha
XpoMarorpaMmax pacTBOpa CTaHIAPTHBIX
obpazuoB  (pazmen  «KonuuecTBeHHOE
OIpeIeSIEHUEY).
B) by HPLC-UV / BOXKX-Y® Complies / When carrying out the "Assay" test, the
o J ub CooTBeTCTBYET UV spectra of the test solutions should
uprofen / ubynpogen correspond to those of ibuprofen and
— Paracetamol / napauemamon paracetamol standard solutions. / Ilpu
npoBefieHud  TecTa  «KonH4YeCTBEHHOE
onpezaeneHue» YD-CIEKTPbl HCIBITYEMBIX
PacTBOPOB JIOJDKHBI COOTBETCTBOBATh Y-
CIIEKTpam CTaHAAPTHBIX pacTBOpPOB
nbynpodeHa 1 mapaneramosna.

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoiykT cooTBeTCTBYET TpeboBaHmsIM [T

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IToarorosneHo: Shivani

AT

Checked by /
IIposepeno: Pravesh Rana

¢

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBoauTenb
Manoj Kumar

b/

Reprint Date /
Jata: 15.01.2024

Reprint Date /
Jara: 15.01.2024

Reprint Date /
Hara: 15.01.2024

Registered Office:; -2

2277
235

, Poad No. 3, Banjara Hills, Hyderabad - 500034, Telangana, tndia
Tel: +21 40 4900 2900, Fax: +91 40 1900 2099, Email: mail@drreddys,com

CIN: L85195AP1484PLCO04S07

vy diceddys.con




Dr.Reddy’s Q':’

Dir. Reddy's Laboratories id
Formulation Unit-6
Vill. Khol, Nalagarn Road, Baddi

Distt, Salan, FLP., 173 205, iNDIA
Tel 491 98166 56001-02
v direddyz.coim

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofent+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpomykt U6ykmun® Dkcrnpece (6ynpodeH + napaieramol), HOPOLIOK Ul NPUTOTOBJIEHUS pacTBOpa
JUisl IpuemMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2400004 Batch Quantity / : 17084.22 units /
Cepus Ne Ob6beM napThH 17084.22 enunHuL
Analytical Report No. / : 890001711610 Date of Analysis / : 15.01.2024
AHanutudeckuii otyeT Ne Jlara aHanu3a
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara npousBoacTBa I'open no
Analysis performed according ND / Ananu3 nposeaes no HJT: JITT-007239-300721
ONe Test / IToxazatenn Result / PesyaLTaThl Specification / Hopma
6 |Particle size / Pazmep yacTH 100 % Particle size less than 2 mm — not less
than 95 %; / YacTuL pa3sMepoM MeHee 2 MM
— He MeHee 95 %);
89 % Particle size less than 0.25 mm — not less
than 60 %. / 4acTuL pa3MepoM MeHee
0,25 MM — He MeHee 60 %.
7 |Water /Bona 4.6 % Not more than 8.0 % w/w. / He 6oxee 8,0 %.

8 |[Related substances /
PoncreeHHbIe IpuMecH

- ibuprofen / ubynpodghen

- paracetamol / napayemamon

Below LOQ (LOQ =0.04 %) /
Hwxe npenena

KOJINYECTBEHHOTO
onpenenenus (ITIKO = 0.04 %)
Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO
OTIpeeTICHH S

Below LOD (LOD = 0.01 %) /
Hiwke npenena oOHapyXeHUs
(IT0 =0.01 %)

Individual unidentified impurity - not more
than 0.15 %. / EquHuuHas
HEeUJCHTHHULHPOBAaHHAS] IPUMECH - HE
oonee 0,15 %.

Total impurities - not more than 0.5%. /

Cymma npumeceii - He onee 0,5 %.

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

Remarks : The Produet confirma to MD/

IIpameyanne: [IpofykT COOTBETCTBYET Tpe60BaHI/I${h&1ﬂ

Conclusion : APPROVED /
3axmwuenue;: QJJOGPEHO

Preparedby/ AT
IToarorosineno: Shivani

Checked by /
Ilposepeno: Pravesh Rana

1

Approved by: Manager/Executive /
Onobpeno: MeHnenxep / PykoBoauresb
Manoj Kumar

bedue/

Reprint Date /
Jara: 15.01.2024

Reprint Date /
Hara: 15.01.2024

Reprint Date /
Jara: 15.01.2024

Registered Cifice: 8-2-337, Read Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tich

FE1AG 4000 2900, Fax: -

CHN: L85 155AP1934PLE0D4507

wevwdioeddys conn

04900 2999, Email: mail@drredadys.com




Dr.Reddy’s ":'.

Di. Feddy's Laborateries Lid
Formulation Unit-6
Vill. Khol, Nalagarh Roadl, Baridi,

Disti. Solan, H.P, 172 205, 1NDIA
Tel : +91 981566 56001-02
wiww. direddyvs.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykt H6yxmu® Dxenpecc (6ynpoden + napaueramol), HOPOLIOK JUIs IPUTOTOBJIEHHUS! PaCTBOpa
JUis npueMa BHYTpb, 400 mr+325 mr
Batch No. / : V2400004 Batch Quantity / : 17084.22 units /
Cepus Ne O6beM napTHH 17084.22 enunun
Analytical Report No. / : 890001711610 Date of Analysis / : 15.01.2024
AHalnuTHYECKHUH oTueT No Jlata ananuza
Date of Manufacture / : 12/2023 Date of Expiry / : 1172025
JlaTa mpou3BOACTBA T'oneH o

Analysis performed according ND / Ananu3s nposezieH no HJI: JIIT-007239-300721

OaHOPOOHOCTH AO3UPOBAHHA

- ibuprofen / ubynpogen

- paracetamol / napauemamon

4.3

4.3

ONe Test / IlokazaTean Result / Pe3yaLTaThl Specification / Hopma

Below BDL (BDL=6403) / Individual unidentified impurity - not more

Huxe 1opora perucTpanyuu than 0.10%. / EL[HHH'{Haﬂ

(TTP =6403) HEUIEHTHDULMPOBAHHAS IPUMECH - HE
6onee 0,10 %.

Below BDL / Huxe nopora

perucTpaniu Total impurities - not more than 0.5%. /
CymMa npuMeceii - He 6onee 0,5 %.

9 |Uniformity of dosage units /

Acceptance value (AV) should not be more
than 15.0. / Ilokazarenb MpHUEMIIEMOCTH
(AV) nomxen 66ITh He 6onee 15,0.

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

(AV) nomxeH 6bITh He Oonee 15,0.

Remarks @ The Product confllms o WD/
IIpumeyanne: [IpoAyKT COOTBETCTBYET TpeOOBAHUAM ﬁ—[ﬂ

Concluslon : AIPROVED /
3axmouenne: OJJOBPEHO

Prepared by / /B'T’
ITonrorosneno: Shivani

Checked by / L
IlpoBepeno: Pravesh Rana

Approved by: Manager/Executive /
Opobperno: Menemxkep / PykoBoauTesb w

Manoj Kumar

Reprint Date /
Jara: 15.01.2024

Reprint Date /
Hara: 15.01.2024

Reprint Date /
Jara: 15.01.2024

Registered Office: 8-2-337, Road Mo, 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Foli w01 40 4900 2900, Fav: +91 40 4900 2999, Email: mail@drreddys.com

CIiN: LS5195AP1984PLCO04507
wivw.drreddys.com




Dr.Reddy’s ":'.

Dr. Reddy's Laboratories Lid,
Formulation Unit-6

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

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpoaykr U6yxma® Dxcnpece (u6ynpodeH + napaueramon), MOPOLIOK sk IPUTOTOBIEHHS pacTBOpa
IUIsl mpueMa BHYTpb, 400 Mr+325 mr
Batch No. / : V2400004 Batch Quantity / : 17084.22 units /
Cepus Ne O6beM napTuu 17084.22 enrHuLl
Analytical Report No. / : 890001711610 Date of Analysis / 1 15.01.2024
Ananutuyeckuii oTyeT No Jara ananuza
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jlata mpousBoJcTBa Toxen no
Analysis performed according ND / Ananu3 nposeaex no HJI: JI1-007239-300721
ONa Test / IToxazaTean Result / PesyabTaThl Specification / Hopma
10 | Microbial limits /
Muxkpobuonornyeckast YMCTOTA
NIL CFU/g/ a) Total aerobic microbial count - not
KOE/r more than 1000 CFU/g. /
O6111ee 9HCIo a3pOOHBIX MUKPOOPraHU3MOB
- He 6onee 1000 KOE/T.
NIL CFU/g/ b) Total combined yeasts and mould -
KOE/r not more than 100 CFU/g. /

Absentper 1 g/
OTtcyTcTBYET B 1T

O0Iliee YHCIIO IPOXOKEBBIX M TUIECHEBBIX
rpuboB - He 6onee 100 KOE/T.

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

11 | Assay / KonuuecrBenHoe
omnpejejieHHe
- ibuprofen / ubynpodghen

- paracetamol / napayemamon

398.2 mg (99.5%) /
398.2 mr (99.5%)

334.2 mg (102.8%) /
334.2 mr (102.8%)

360.0 mg to 440.0 mg of Ci3H 1302
(ibuprofen) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 360,0 mr no 440,0 mr
Ci3HisO2 (ubympoden) (ot 90,0 % mo
110,0 % OT HOMHHAJIBHOTO COJEPKAHHUsA) B
OJIHOM NaKeTHKE.

2925 mg to 357.5 mg of CsHoNO;
(paracetamol) (90.0 % to 110.0 % of label

claim) per sachet. / Ot 292,5 mr o 357,5 mr

Remarks : The Product confirms to ND/
IIpumeyanne: IIpoaykT COOTBETCTBYET TpGﬁOBaHI/IHg HI

Conclusion : APPROVED /
3akaoyenne: OJOBPEHO

Prepared by/ AT
IMoarorosneno: Shivani

Checked by /
IIpoeepeHo: Pravesh Rana

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoautens
Manoj Kumar

Reprint Date /
Hara: 15.01.2024

Reprint Date /
Hara: 15.01.2024

Reprint Date /
Hata: 15.01.2024

Registered Office: 8-2-337, Read No. 3, Banjara Hills, Hyderabad - 5GC034, Telangana, India
Tel: +91 40 4900 2500, Fax: +91 40 4900 2992, Email: mail@drreddys.com
CIN: L35135AP1984PLCO0DAS0O7T
www.drraddys.com

s/




Dr.Reddy’s 1‘:’

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

Vill. Khol, Nalagarh Road, Badd,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 68166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Ipoaykt U6ykmun® Dxcnpecc (u6ynpodeH + napaueramol), NOPOLIOK /Ui IPHIOTOBEHHS pacTBOpa
JUIsS npUeMa BHyTpb, 400 mr+325 mr
Batch No. / : V2400004 Batch Quantity / : 17084.22 units /
Cepusg Ne O6bem napTHH 17084.22 enuHuL
Analytical Report No. / : 890001711610 Date of Analysis / : 15.01.2024
AHaTUTHYECKHH oTueT No Jlara aHaynu3za
Date of Manufacture / 1 12/2023 Date of Expiry / : 11/2025
Jara npousBoacTsa ToneH mo
Analysis performed according ND / Axanu3 nposezex no HJI: JIT1-007239-300721
ONe Test / Iloka3zaTenn Result / PesyanTaTnl Specification / Hopma
CsHoNO, (mapaueramon) (ot 90,0 % no
110,0 % OT HOMHHAJNBHOTO COAEPIKAHUS) B
OJIHOM TIaKETHKE.
12 |Package / YnakoBka 5 ginasachet of a combination|5 g in a sachet of a combination material

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

patient information leaflet in
carton pack. / Ilo 5 r B
NaKeTHKe u3
KOMOMHHUPOBAHHOTO
MarepHaia (JJaMUHHpPOBaHHAasI
6ymara/[IOHI1/anomuHeBas
¢donsra/IIOHI). ITo 9
MaKETHKOB BMECTE c
WHCTPYKLUEH no
NPUMEHEHUIO B nayKy
KapTOHHYIO.

(laminated paper/LDPE/aluminum
foil/LDPE). 6 or 9 sachets and patient
information leaflet in carton pack./ITo 5B

NaKeTHKe u3 KOMOMHHPOBAHHOTO
MaTepuana (maMUHHPOBaHHAS
6ymara/TIDHIl/antoMuHueBas

donera/[IDHIT). [lo 6 unn 9 nakeTUkoB
BMECTE C MHCTPYKLKEH MO MPUMEHEHUIO B
na4yky KapTOHHYIO.

13 |Labeling / MapkupoBka

According to ND. / B cootsercTBuu ¢ HJI.

14 | Storage conditions /

Xpanenne

Store below 25 °C. / IIpu Temneparype He Bbiue 25 °C.

15 |Shelf life / Cpok rogaocTH

2 years. / 2 roga.

Remarks : The Product confirms to ND/

Ipumeuanne: IIpogykT COOTBETCTBYET Tpe60BaHI/IF)Q HI

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by / AT
TloarorosneHo: Shivani

Checked by /
TIpoBepeno: Pravesh Rana

b

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurtens
Manoj Kumar

!

Reprint Date /
Hara: 15.01.2024

Reprint Date /
Jara: 15.01.2024

Reprint Date /
Jara: 15.01.2024

Registered Office: 2-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2600, Fax: +91 40 4900 2999, Email: mail@drreddys.com

CIN: LB5195AP1584P1LCC0OA507
www.drreddys.com




Dr.Reddy’s €3¢

Dr. Reddy's Laboratories itd

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
CEPTHOUKAT AHAJIM3A
Product . Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Ilpomykt U6yxnun® Dxcrpece (M6ynpodeH + napaueramon), NOpOLIOK A7 MPUFOTOBJIEHHS PacTBOpa
AJIs npHema BHyTpb, 400 Mr+325 mr
Batch No. / : V2400004 Batch Quantity / : 17084.22 units /
Cepust Ne O6beM napTiu 17084.22 enuHuL
Analytical Report No. / : 890001711610 Date of Analysis / : 15.01.2024
Awnanurnyeckuii orueT Ne JHara aganusa
Date of Manufacture / : 12/2023 Date of Expiry / : 11/2025
Jara npon3BoJcTea ['onen jo0

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

API name / Haumenosanune A®C: Ibuprofen sodium dihydrate /

~ Paracetamol / [1aparietamon

Moynpodena HaTpus aurHapaT

INN / MHH: Tbuprofen / Uoynpoden Paracetamol / [lapaneramon
API manufacturer batch number / SB1F0029 APAPE2023060685
Homep cepun npoussoauntesns ADC:
FP Manufacturer API Batch number /
Homep cepun cy6cTaHIHH FEQA00629 FEQA00345
npoussoguTens JID:
API Manufactured by & country / BASF Corporation, USA / Granules India Limited, India /
Ipouzsoaurens ADC, crpana: BAC® Kopnopeiin, CIIA Ipanynec Mumana Jumures, Munus

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

ITpumeuanne: [IpoglyKT COOTBETCTBYET TpEOOBAHKAM ]?‘I,I[ Zakmouenne: OJJOBPEHO

Prepared by / /S T Checked by / 4 Approved by: Manager/Executive /

IMoarotosneHo: Shivani ITposepeHo: Pravesh Rana OnobpeHo: Menenxep / PykoBoauTenb @/
Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jlata: 15.01.2024 Hara: 15.01.2024 Iara: 15.01.2024

Registared Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tal: +91 40 48C0 2800, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: LR5155AP18984PLCO04AS0O7

www.drreddys.com




