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

CEPTH®HUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Ipozykt Hoyknans" Brenpece (ubynpoden + napaueramon), MOPOLLIOK AJISt TPUTOTOBIEHHS PacTBOpa
JJIs ipuemMa BRYTpb, 400 Mr+325 mr
BatchNo. / 1 ' V2302279 Batch Quantity / : 17123.22 units/
CepHs Ne O06beM naptiu 17123.22 eaynnn
Analytical Report No. / : 890001702574 Date of Analysis / : 29.11.2023
AHaJMTHUYeCKHH oTueT Ne Jlarta ananusa
Date of Manufacture / 1 11/2023 Date of Expiry / 1 10/2025
Jlara npoussoncTsa l'onen 1o
Analysis performed according ND / Aranus nposenes no HJI: JITT-007239-300721
| ONe | Test / llokazaTean Result / Pe3yabTaThbl Specification / Hopma
1 |Description / Onucanue White powder, with a|White to off-white powder, with a
characteristic odor. /| characteristic odor. / ITopowok ot 6enoro
Tfopomok 6enoro uBera c| gm0 mouTH GeNoro gera, ¢ XapaKTEepPHbIM
XapaKTEepHbIM 3a1axoM. 3aMmaxom.
2 |Reconstituted solution / Colourless solution with a|Colourless solution with a characteristic
Boccranosnennslii pactsop characteristic odor, with small| odor shall be observed, may have small
amount of suspended particles. | amount of suspended particles. /
- appearance / Onucanue BecuseTHbl  pacTBOop | BecuserHblif pacTBOp ¢ XapaKTepHbIM
KapaKTEPHBIM  3allaXOM, €| 3alaxOM, C BO3MOXHBIM COAEPXKaHUEM
HeOOBIUMM KOJIMYECTBOM | HEOOJBLIOrO  KOJMYECTBA B3BELIEHHBIX
Ll B3BEILEHHBIX YACTHII, YaCTHLL,
- Color of the solution / Complies / Color intensity of the solution does not
YeemHocms CootBeTcTBYET exceed color intensity of reference standard
Bo. / PacTBOp MOMKEH GBITH OKpallleH He
Bonee HHTEHCHBHO, YeM 3TaNoH B,
3 |Dissolution time / 01 min 02 sec/ 01 muH 02 cex| Not more than 5 min. / He 6onee 5 Mun.
Bpems pacTBopeHus
4 |pH of solution / pH pacTBopa 6.5 5.8t07.8./015,8 no7,8.

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

Hpumeuanue: [TpoaykT cooTsercTByeT TpeGoBanuam HJI 3akmoyenne: OJIOGPEHO

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

Ioxarorosneno: Ranjeet I[Tpoepeno: Santosh Kumar Onobpeno: Menemxep / PyKOBonnTenhifw
Maurya (AN Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hata: 29.11.2023 Hata: 29.11.2023 Hata: 29.11.2023

Ragiziared Office: 8-2-327
Tol 91 40 4900 70

CIN: L35195AP1984PLT004507
www. drreddys.com

; Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
100, Faye #8140 4300 2899, Email: mail@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 : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Mponrykt H6ykmm"™ Dxenpece (u6ynpoden + napaueramos), MOPOIIOK s MPUroTOBJIEH A PacTBOpa
JUIs preMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 ' V2302279 Batch Quantity / ¢ 17123.22 units /
CepHs Ne O6neM naptun 17123.22 ennHun
Analytical Report No. / : 890001702574 Date of Analysis / 1 29.11.2023
AHalluTHYeCKuit oTHeT No Jlata ananuza
Date of Manufacture / 1 11/2023 Date of Expiry / 1 10/2025
Jara nponzeoacTsa Toned no

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

ONe Test / Ilokazarein Result / PesyanTaThl Specification / Hopma

) by HPLC / BOXKX

5 [dentification / IlogJuHHOCTE

— Ibuprofen / ubynpogen

[~ Paracetamol / napauemamon

Complies /
CooTBeTcTBYeT

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). / BpeMsl yIepiKHBaHHsI OCHOBHbIX
IMKOB Ha XPOMATOTPaMMaX HCIbITYEMBIX
pacTBOPOB  JNOJDKHBI  COOTBETCTBOBATH
BpeMeHaM YAEpKUBAHHS
COOTBETCTBYIOLIMX OCHOBHBIX IIHKOB Ha
XpoMaTorpaMMax pacTBopa CTaHOapTHBIX
obpazos  (pasmen  «KonmuecTBeHHOE
OIIpEIICIICHHEY).

B) by HPLC-UV / B2KX-Y®
— Ibuprofen / ubynpogen

— Paracetamol / napauemamon

Complies /
CootBercTBYET

When carrying out the "Assay" test, the
UV spectra of the test solutions should
correspond to those of ibuprofen and
paracetamol standard solutions. / Ilpu
npoBeJeHUM  Tecta  «KomuecTBeHHOE
onpeneneHue» Y O-cnekTpsl HCHBITYEMBIX
pPacTBOpPOB JOJDKHBI COOTBETCTBOBATE Y D-
CIIEKTpaM CTaHAAPTHBIX pacTBOpOB
ubynpodeHa u nmapaieramorna.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / ()

Ioarorosneno: Ranjeet

Checked by /
IIposepeHo: Santosh Kumar
Maurya

—~

Approved by: Manager/Executive /
Onobpeno: Menemkep / PykoBoaurens

Manoj Kumar

Reprint Date /
Hara: 29.11.2023

Reprint Date /
Hara: 29.11.2023

Reprint Date /
Hara: 29.11.2023

Registered Office: 8-2-337, Roed 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




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

CEPTUDPUKAT AHAJIU3A

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg

IIponykr Hoyxnns" Dxenpece (uGynpoden + napaueramon), MTOPOLIOK JUist IPHIOTOBJICHHS PACTBOPA
AJ14 npuemMa BHyTps, 400 Mr+325 mr

Batch No. / 1 V2302279 Batch Quantity / 1 17123.22 units /

Cepus Ne O6bem naprim 17123.22 epymuny

Analytical Report No. / : 890001702574 Date of Analysis / 1 29.11.2023

AHalutudeckuii otyer Ne Jlata aHanuza

Date of Manufacture / 1 11/2023 Date of Expiry / 1 10/2025

Jara npouzpojcrsa Iomen o

Analysis performed according ND / Ananus nposenen o HJI: JITI-007239-300721

ONe Test / IlokazaTenn Result / PesyabTarsl Specification / Hopma

6 |Particle size / Pazmep wactun 100 % Particle size less than 2 mm — not less
than 95 %; / Yactuil pasmepoM MeHee 2 MM
— He MeHee 95 %;

86 % Particle size less than 0.25 mm — not less

than 60 %. / yacTul| pasMepoM MeHee
0,25 MM — we Meree 60 %.

7 |Water /Boga 4.8 % Not more than 8.0 % w/w. / He 6osee 8,0 %.

8 |Related substances /
PopcteeHHbIe MpUMecH

- ibuprofen / ubynpogen

- paracetamol / napayemamon

Below BDL (BDL~= 12349) /
Huxe nopora peructpauuu
(ITP =12349)

Below BDL / Hixe nopora
perucTparuu

Below LOD (LOD = 0.01 %) /
Hwxe npemena oGHapyxenus
(IT0=0.01 %)

Individual unidentified impurity - not more
than 0.15 %. / Exuanynas
HEeUZIEeHTHOHLUPOBAaHHAS IPUMEChH - HE
6onee 0,15 %.

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

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

Remarks : The Product confirms to ND/

Ipumeuanue: [TponykT coorseTcTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

Prepared by / %_)
IToarorosneno: Ranjeet

Maurya

Checked by /
IIposepeHo: Santoshéumar

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

o

Reprint Date /
Hara: 29.11.2023

Reprint Date /
Hata: 29.11.2023

Reprint Date /
Hara: 29.11.2023

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

CIN: L85195AP1984PLC004507
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

CEPTUDHKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Iponyxt Moyknnn" Dxenpece (Gynpoden + mapateramos), MOPOLLIOK s IPHTOTOBJIEHHS pacTBOpa

JJS pHemMa BHyTpb, 400 Mr+325 mr

Batch No. / 1 V2302279 Batch Quantity / : 17123.22 units /
Cepna Ne OO0BbeM nmapTuu 17123.22 ennunn
Analytical Report No. / : 890001702574 Date of Analysis / :29.11.2023
AHanutnyeckuii otuet Ne Hara ananuza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2025
Jara nponzsoscrea T'onen o

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

0N Test / Ilokazarcib Result / Pe3yabTaThbl

Specification / Hopma

Below BDL (BDL~ 6244) /
Huxe nopora perucrparuu

Individual unidentified impurity - not more
than 0.10%. / Eannuunas

(ITP =6244)

Below BDL / Huxe nopora

6onee 0,10 %.

HEUAECHTUQUIMPOBAHHAS NIPUMECE - HE

Total impurities - not more than 0.5%. /
lemvia npuMecei - ue ooee 0,5 %.

perucrpanuu
9 |Uniformity of dosage units /
OnHopoaHOCTL N03HPOBAHHKS

- ibuprofen / ubynpoghen 1.7 Acceptance value (AV) should not be more

' than 15.0. / [Tokasatesnb NpUEMIIEMOCTH

(AV) nomxeH ObITh He GoJiee 15,0.

el Acceptance value (AV) should not be more

R TACeIG e SRR ETAMOR 1.2 than 15.0. / TlokazaTens NpHEMIEMOCTH

(AV) nomxeH ObITh He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanmue: IIponykt cootBeTCTBYET TpeGoBanuam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / @ Checked by / Approved by; Manager/Executive /

INoarorosneno: Ranjeet IIposepeno: Santosh I({mar Onobpeno: Menemxep / PykoBoautens @
Maurya (A4S Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hata: 29.11.2023 Hata: 29.11.2023 Hara: 29.11.2023

Registerad 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: L85195AP1984PLC004507
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

CEPTUOUKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykt U6byknun® Dxcnpecc (MbynpodeH + napaueramon), IOPOIIOK [1sl NPUTOTOBIICHHUS pacTBOpa

JUIsi IpMeMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2302279 Batch Quantity / : 17123.22 units /
Cepust Ne O6beM napTuu 17123.22 equnnn
Analytical Report No. / : 890001702574 Date of Analysis / : 29.11.2023
AHanutudeckuit otuer Ne JaTa aHanmuza
Date of Manufacture / 1 11/2023 Date of Expiry / 1 10/2025
JlaTa mpou3BoaCcTBa Topen 1o
Analysis performed according ND / Auaniis nposeaen no HJI: JITT-007239-300721

[ ONe | Test / [TokazaTesan

Result / Pe3yabTaTh!

Specification / Hopma

10 | Microbial
Mukpo6HOJIOrHYeCKas: YHCTOTA

limits /

NIL CFU/g /
KOE/r

NIL CFU/g /
KOE/r

Absentper 1 g/
OtcytctByer B I

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

OO611ee YHCIIo a3pOOHBIX MUKPOOPraHH3MOB
- He H6onee 1000 KOE/r.

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

Ob1mee 4KMcIO APONOKEBBIX W ILIECHEBBIX
rpuboB - He 6onee 100 KOE/T.

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

11 | Assay / KoaunuyecTBenHoe
onpenesieHHe
- ibuprofen / ubynpoghren

- paracetamol / napayemamon

400.0 mg (100.0%) /
400.0mr (100.0%)

328.4mg (101.1%) /
328.4 mr (101.1%)

360.0 mg to 440.0 mg of CisH;s02
(ibuprofen) (90.0% to 110.0 % of label
claim) per sachet. / Ot 360,0 mr no 440,0 Mr
Ci3His0, (ubynpoden) (or 90,0 % 1o
110,0 % oT HOMHHaJIBPHOTO COnEpXKaHus) B
OJTHOM TMAaKETHKE,

292.5 mg to 3575 mg of CzHoNO,

(paracetamol) (90.0 % to 110.0 % of label

| claim) per sachet. / Ot 292,5 mr 10 357,5 mr

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykT coorBercTBYyeT TpeboBanuam HJT

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

Jlata: 29.11.2023

Hara: 29.11.2023

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

IMoarorosneHo: Ranjeet IpogepeHo: Santosl_]?liumar Onobpeno: Meunemkep / PykoBoaHTENb w
Maurya e Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hata: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydeiabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 10 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLCO04507

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

CEPTUOHUKAT AHAJIM3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IMponyxt U6yknuu® Dxcnpece (M6ynpodeH + napaueramodn), DOPOLIOK JUis IPUTOTOBNEHHS PacTBOpa

JUIA ipueMa BHYTpb, 400 Mr+325 mr

Batch No. / 1 V2302279 Batch Quantity / 1 17123.22 units /
Cepus Ne O6nem napTuu 17123.22 envuuu
Analytical Report No. / : 890001702574 Date of Analysis / :29.11.2023
AHanuTHYeCKHH oTyeT No JlaTta aHann3a
Date of Manufacture / 1 11/2023 Date of Expiry / ¢ 10/2025
JlaTa nmpon3BojcTBa I"oneH no

Analysis performed according ND / Ananu3 nposesied no HJI: JII1-007239-300721

ONe Test / Tloxa3zaTeanb

Result / Pe3yJbTaTh!

Specification / Hopma

12 ! Package / YnakoBka

CsHoNO; (mapaueramon) (ot 90,0 % 1o
110,0 % OT HOMHMHAJBLHOIO COAEPXKAHUS) B

| OOIHOM ITAKETHKE.

|5gina sachet 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./ITo5rs
| patient information leaflet in|makeTtuke u3 KOMOMHUPOBAHHOTO
| carton pack. / Ilo 5 r B|marepuana (JlaMMHUpPOBaHHAas
| IAKETHKE u3 | 6ymara/TISHII/amoMuHueBas
KOMOUHUPOBAHHOTO donera/[I2HIT). Tlo 6 unmu 9 naxeTukos
MaTepuasa (JaMUHHPOBaHHAs | BMECTE C MHCTPYKLHUEH MO MPHUMEHEHHIO B
6ymara/TIDHI1/anromiHuEBas | TAUKy KapTOHHYIO.
¢donsra/[I3HI). Ilo 9
aKEeTHKOB BMeECTe c
HHCTPYKLHEH no
TPUMEHEHHIO B nayKy
KapTOHHYIO.
13 |Labeling / MapkupoBka According to ND. / B cootercTBuu ¢ HJI. o
14 |Storage conditions / Store below 25 °C. / Tlpu Temneparype He Bbille 25 °C.
XpaHenue
15 |Shelf life / Cpok rognoctu 2 years./2roga. -

Remarks : The Product confirms to ND/

Ipumeuanne: [IponykT coorBeTcTBYET TpebOoBaHUsIM HJI

Conclusion : APPROVED /
Zaxmouenne: OJJOBPEHO

Prepared by / @

INoxrororneHo: Ranjeet
Maurya

Checked by /
[Tposepeno: Santosh Kumar

—

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoaurens
Manoj Kumar

g/

Reprint Date /
Hara: 29.11.2023

Reprint Date /
Hara: 29.11.2023

Reprint Date /
Hara: 29.11.2023

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, Incia
Tel: +91 40 4900 2900, Fax: +91 10 4900 2999, Email: mail@drreddys.com

CIN: L85195AP1984PLC0O04507
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

CEPTU®UKAT AHAJIU3A
Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
[Mponykt H6yxmun® Dxcnpece (u6ymnpoden + napaueramos), MOPOLIOK AJis IPUTOTOBJIEHHS pacTBOpa

JULs IpueMa BHYTpb, 400 Mr+325 mMr

Batch No. / 1 V2302279 Batch Quantity / : 17123.22 units /
Cepus No O6BeM napTiu 17123.22 eauHun
Analytical Report No. / : 890001702574 Date of Analysis / : 29.11.2023
AHanuTHUecKHi oTueT Ne Jara ananuza
Date of Manufacture / : 11/2023 Date of Expiry / . 10/2025
JlaTa npon3BoaCTBa Tlonen no

Analysis performed according ND / Ananu3z nposenex no HJI: JIIT-007239-300721

API name / HaumenoBanue ADC:

Ibuprofen sodium dihydrate /
HbynpodeHa HaTpus JUTHAPAT

Paracetamol / [Tapaiietamon

npoussogurens I'JIdD:

INN / MHH: Ibuprofen / M6ynpoden Paracetamol / [lapatieramon
API manufacturer batch number / SB1F0061 APAPE2023060684
Howmep cepun npoussoautess ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcTaHIHH FEQAO00014 FEQAGU344

API Manufactured by & country /
IIponseoaurtens ADC, crpana:

BASF Corporation, USA /
BAC® Kopnopeiimu, CIIHA

Granules India Limited, India /
I'panynec Unnus Jlumuren, Unaus

Remarks : The Product confirms to ND/
IIpumeuanue: [1poaykT cooTBeTCTBYET Tpebobanusm HJI

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by / /&) - Checked by / Approved by: Manager/Executive /

[TonrotoBneHoY aﬁjeet IIposepeno: Santosh Kumar Onob6peno: MeHemxep / PykoBoaurtesn W
Maurya T Manoj Kumar —

Reprint Date / Reprint Date / Reprint Date /

Jlata: 29.11.2023 Jara: 29.11.2023 Jara: 29.11.2023

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
CIN: L85195AP1984PLCO04507
www.drreddys.com



