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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS ¢ : +91 98166 56001-02

CEPTHO®HKAT AHAJIM3A  www.drreddys.com

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

Npoaykr : Hoykaun® dxenpéce (uGynpoden + napaueramon), HOPOINOK IS IPATOTOBJIEHNS]
pacTBopa AJjsi NpHeMa BHYTpb, 400 mr+325 mr

Batch No. / 1 V2201204 Batch Quantity / : 255410.00 units /

Cepusa Ne O6bem mapTun 255410.00 enquHiL

Analytical Report No. / : 890001599596-1 Date of Analysis / : 10.08.2022

AnajguTHyeckHi oryer Ne

JaTa anaju3a

Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024

JaTa npon3BOACTBA

T'open no

Analysis performed according ND / Auanu3 nposegen mo HJI: JIII-007239-300721

No Test / Iloka3zaTensb

Result / PesyabTaThl Specification / HEpM_a_

1 |Description / Onucanue

White powder, with | White to off-white powder, with a
characteristic odour. /| characteristic odor. / Ilopowiok ot 6enoro
[Topowok Genoro wupera c| A0 nodtu 6eyoro LBeTa, ¢ XapakTepHbIM
XapaKTepPHbIM 3aMaxoM. 3aMaxoM.

XapaKTEPHBIM 3allaxXOM.

!
| 2 | Reconstituted solution /

BoccTaHnoB/IeHHBIH pacTBOp

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

- appearance / OnuUcaHue BecupeTHsI pacTBOp € XapaKTepHBIM
3amaxoM, ¢ BO3MOXKHBIM COJEPKAHHEM
HeOONMBIIOr0  KOJMYECTBA  B3BELUCHHBIX
4acTuL. |

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

UGemHoOCMY CoOTBETCTBYET exceed color intensity of reference standard

Bo. / PacTBOp momxeH OBITH OKpalleH HE
| 60J1€€ HHTEHCHBHO, YEM 3TaJloH Bo.

3 |Dissolution time /
| Bpemst pacTBopenust
4 | pH of solution / pH pacTBOpa

01 minutes 31 seconds Not more than 5 min. / He 6oJiee 5 MUH,

6.7 ~ |58t07.8./015,8 no7,8.

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

Ipumeyanne: [IponykT cooTBeTcTBYeT TpeboBanusam HJI 3akmouenue: OJJOBPEHO

Prepared by / Ramakant Checked by / Pardeep kumar Approved by: Manager/Executive / Manoj Kumar
[ToaroroBneHo: IIpoBepeHo: Onobpeno: Menemxep / Pqu_nomrr?nb

Print Date /10.08.2022 Print Date /10.08.2022 Print Date /10.08.2022

Jlara: Jara: JlaTa:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4300 2999, 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, Baddi,
Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 56001-02

CEPTUDUKAT AHAJIM3A  www.drreddys.com

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
Mpoaykr : M6ykaun® dxcnpece (ubynpoden + mapaueramod), NOPoLIOK AJIst IPUTOTOBICHHS

pacrBopa JJisi NpMeMa BHYTpb, 400 mMr+325 mr
Batch No. / 1 V2201204 Batch Quantity / : 255410.00 units /
Cepus Ne O0bemM napTuu 255410.00 equunL
Analytical Report No. / : 890001599596-1 Date of Analysis / : 10.08.2022
AHanuTuyecknii oruet Ne Jara anaansa
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JlaTa npon3BOACTEA T'omen oo

Analysis performed according ND / Anasn3 nposenen no HJI: JIII-007239-300721

| Specification / Hopma

Ne Test / Iloka3zaTens ~ Result / PesyabTaThbl
5 [dentification / ITopauHHOCTD
A) by HPLC / BOXKX
— Ibuprofen / udynpodhen Complies /
COOTBETCTBYET

— Paracetamol / napayemamon

| 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 yaepX1BaHUs OCHOBHBIX
[IMKOB Ha XpOMAaTorpaMMax HCHbITYEMBIX
pacTBOPOB  JOJKHBI ~ COOTBETCTBOBAThH
BpeMeHaM YIEepXKUBaHNS
COOTBETCTBYIOLMX OCHOBHBIX MHKOB Ha
XpOMATOrpaMmMax pacTBOpa CTaHIapTHBIX
obpasuoB  (pazgen  «Konu4ecTBeHHOE
onpenencHue»).

B) by HPLC-UV / BOXXX-Y®

When carrying out the "Assay" test, the
UV spectra of the test solutions should

= Tprofeny/ COyHpopen Complies / correspond to those of ibuprofen and
— Paracetamol / napauemamon CoOTBeTCTBYET paracetamol standard solutions. / Ilpu
nposeaeHun  tecta  «KonM4eCTBEHHOE
onpeneneHne» YO-CHEKTPbl HCIBITYEMBIX
PacTBOPOB JOJDKHBI COOTBETCTBOBATh Y ®-
CTeKTpam CTaHJAPTHBIX pacTBOpOB
ubynpodeHna 1 napaleramona.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: ITponykT coorBeTcTBYET TpeboBanusam HY 3axmouenue: OJOBPEHO
Prepared by / Ramakant Checked by / Pardeep kumar Approved by: Manager/Executive / Manoj Kumar
Ho;[mTosneHo:E 2 g P IIpoBepeHo: OL- Onobpeno: Menemxep / PyxosqﬂllTe?b
- j’&’é&;l
Print Date /10.08.2022 Print Date /10.08.2022 Print Date /10.08.2022
Hara: Hara: [Hara:

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: L85195AP1984PLC004507
www.drreddys.com
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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

CEPTUO®HUKAT AHAJIU3A  www.drreddys.com

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg o
IIpoaykT Ho6ykaun® Ixenpece (uGynpoden + napaneramost), NOPOIIOK AJIsi IPUTOTOBJIEHHs

paCTBOPA /ISl PHEMA BHYTPb, 400 Mr+325 mr
Batch No. / 1 V2201204 Batch Quantity / : 255410.00 units /
Cepns Ne Obbem napTuu 255410.00 ennuHuu
Analytical Report No. / : 890001599596-1 Date of Analysis / : 10.08.2022
AnanuTHYecKHil 0T4eT No JlaTa aHajin3a
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
JlaTa npou3BOACTBA Iogen n0

Analysis performed according ND / Anaau3 nposegen no HJI: JIII-007239-300721

[ Ne | Test / [loka3zaTteJb _ Result/ PesyabtaThl Specification / Hopma

6 |Particle size / Pasmep 4acTuu 100 % Particle size less than 2 mm — not less
than 95 %; / YacTui pazmepom MeHee 2 MM
— He MeHee 95 %;

94 % Particle size less than 0.25 mm — not less

than 60 %. / YacTUL] pa3MEPOM MEHEE
0,25 mm — He MeHee 60 %.

7 |Water /Boaa 52% Not more than 8.0 % w/w. / He 6onee 8,0 %.

8 [Related substances /
PoacTBeHHbBIE IPHMECH

- ibuprofen / ubynpogen

- paracetamol / napayemamon

0.01%)

Less Than LOQ (LOQ:0.04%)

Less Than LOQ

Below limit of Detection (LOD:

BDL(Disregard area 7345)

Individual unidentified impurity - not more
than 0.15 %. / Enuau4nas |
HeuIeHTHGULIMPOBaHHAS TPAMECH - HE
6osnee 0,15 %.

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

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

Individual unidentified impurity - not more
than 0.10%. / Enunuusas
HeuJeHTHPHIHPOBAHHASA IPHMECD - HE

Remarks : The Product confirms to ND/
Ipumeuanue: IIponykt coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
Zakouenue: OJJOBPEHO

Prepared by / Ramakant

HOI[FOTOBJ'[CHOZ% ] '

Checked by / Pardeep kumar

[IpoBepeHo: :
c:{f——-" =

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menenxep / Pykosoantens

}.}l) UU'.( =

Print Date /10.08.2022
Jarta:

Print Date /10.08.2022

Jara:

Print Date /10.08.2022
Jara:

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: L85195AP1984PLC004507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

Qs
’ e Formulation Unit-6
Dr. Reddy s ‘. Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
CERTIFICATE OF ANALYSIS 14/ +91 98166 56001-02

CEPTUOHUKAT AHAJIU3A  www.drreddys.com

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

Mponyxt : H6ykaun® Dxenpece (ubynpoden + napaneramosn), IOPOWIOK AJist IPUTOTOBIEHUS
pacTBopa 1s1 IpueMa BHYTpb, 400 mr+325 mr

Batch No. / : V2201204 Batch Quantity / : 255410.00 units /

Cepns Ne O0bemM napTum 255410.00 enuuuL

Analytical Report No. / : 890001599596-1 Date of Analysis / : 10.08.2022

AHanuTHYeCKuiH oT4eT Ne Jara ananusza

Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024

JaTa npou3BOICTBA I'onen no

Analysis performed according ND / Ananns nposeaen no H/JL: JI1-007239-300721

Ne | Test / IlokazaTenn B Result / Pe3yabTaThl | Specification / Ho_pm o '
|c')onee 0,10 %.
BDL Total impurities - not more than 0.5%. /

Cymma npumeceii - He Goiee 0,5 %.

9 |Uniformity of dosage units / a ‘

OaHOPOJHOCTH T03UPOBAHMA

|
- ibuprofen / ubynpogen 1.8 Acceptance value (AV) should not be more
than 15.0. / [oka3zarenb NpUEMIEMOCTH
(AV) pomxkeH 6bITh He 6oniee 15,0.

1.0 Acceptance value (AV) should not be more |
than 15.0. / [Toka3aTtens NPUEMIIEMOCTH
(AV) nomxkeH ObITh He Honee 15,0.

- paracetamol / napavemamon

10 | Microbial limits /

Muxpob6uonorunyeckas YuCTOTA NIL CFU/g a) Total aerobic microbial count - not more

than 1000 CFU/g. /

{O61ee yncno aspoOHBIX MUKPOOPTraHU3MOB

|- e 6onee 1000 KOE/T.

b) Total combined yeasts and mould - not

|mm'e than 100 CFU/g. /

Ofmmee 4YUCIO APOXOKEBBIX U IJIECHEBBLIX

rpubos - ve 6onee 100 KOE/T.

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

NIL CFU/g

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeyanue: [IpoaykT cooTBeTcTBYeT Tpebosanuam HJI 3akmwouenue: OJOBPEHO
Prepared by / Ramakant Checked by / Pardeep kumar Approved by: Manager/Executive / Manoj Kumar

Iloarorosnexo: @‘M/ IIposepeHo: Ono6peno: Menemxep / PyKOBE_,[lIITEII}b
CDL r.w

—

Print Date /10.08.2022 Print Date /10.08.2022 Print Date /10.08.2022
Jara: Jara: Hara:

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS e : +91 98166 56001-02

CEPTUDPUKAT AHAJIM3A

www.drreddys.com

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

Mpoaykr : Meykann® Dxenpece (ubynpoden + napaneramo.), OPoOLOK AJs NIPUTrOTOBJIEHUs
pacTeBopa /I NpHeMa BHYTPb, 400 mr+325 mr

Batch No. / 1 V2201204 Batch Quantity / : 255410.00 units /

Cepust Ne Oo0bem napTun 255410.00 ennnmL

Analytical Report No. / : 890001599596-1 Date of Analysis / : 10.08.2022

AHannTuyecKuii 0TyeT Ne JaTta aHanu3a

Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024

JlaTa npon3soactBa I'ogen mo

Analysis performed according ND / Anaaun3 nposeaen mo HJI: JIIT-007239-300721

11 | Assay /  KoauuectBennoe
onpejeneHne
- ibuprofen / ubynpogen

- paracetamol / napayemamon

402.9 mg (100.7 %)
402.9 mr (100.7 %)

330.8 mg (101.8%)
330.8 mr (101.8%)

[110,0 % OT HOMHHANBHOIO COMEPKAHUSA) B

|
360.0 mg to 440.0 mg of C;3H;30,
(ibuprofen). (90.0 % to 110.0 % of label |
claim) per sachet. / Ot 360,0 mr 110 440,0 mr
Ci3Hi3s02 (ubynpoden) (ot 90,0% no
110,0 % OT HOMMHaNBHOTO COAEPXKAHMS) B
OJHOM MaKeTHKe.

2925 mg to 3575 mg of CsHoNO,
(paracetamol) (90.0 % to 110.0 % of label
claim) per sachet. / Ot 292,5 mMr 10 357,5 Mr
CsHoNO; (mapaueramon) (ot 90,0 % nmo

ONHOM [MaKETHKE.

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

ITpumeuanue: ITponykT cootBeTcTBYET TpeboBaHNaM H]I 3akaoyenue: OJIOGPEHO

Prepared by / Ramakant Checked by / Pardeep kumar Approved by: Manager/Executive / Manoj Kumar
Iloarorosnexo: Lﬁ IIposepeno: Onobpeno: Menemxkep / P)‘KOBO,LLI]TCJ;rIb

Print Date /10.08.2022 Print Date /10.08.2022 Print Date /10.08.2022

Jara: JHara: Hara:

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

Vill. Khol, Nalagarh Road, Baddj,
Distt. Sotan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Te|: +91 98166 56001-02

CEPTHOPUKAT AHAJIM3A  www.drreddys.com

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solutlon, 400 mg + 325 mg
Hpoaykr UGyknun® Ikenpece (ubynpoden + napaueramo.), NOPoIIoK sl MPHTOTOBNEHUSs

pPacTBOpa AJ1A NpHeMa BHYTPh, 400 Mr+325 mr
Batch No. / : V2201204 Batch Quantity / : 255410.00 units /
Cepust Ne O6bem napTuu 255410.00 enmany
Analytical Report No. / : 890001599596-1 Date of Analysis / : 10.08.2022
|AHainTHYeCKHH oTueT No |Mdara ananuza ]
Date of Manufacture / : JUN. 2022 Date of Expiry / : MAY. 2024
Hara nponssoacrea Togen 1o

Analysis performed according ND / Auasiu3 nposegen no HJI: JII1-007239-300721

12 |Package / YnakoBka

5 ginasachet of a combination
material (laminated
paper/LDPE/aluminum
foil/LDPE). 6 sachets and
patient information leaflet in
carton pack. / Ilo 5 r B
naKeTHKe u3
KOMOHHUPOBAHHOTO
marepuana (JaMUHHPOBAHHAS
Oymara/[19HI1/anmomuHneBas

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. /ITo 5rB

NaKeTHKe u3 KOMOWHHPOBaHHOTO
Martepuana (ramuHMpOBaHHas |
6ymara/[1OHI/anromuHneBas

donbra/TIBHI). Tlo 6 unn 9 nakeTHkoB
BMECTE C MHCTPYKLUHUEH MO MPUMEHEHHIO B
naukKy KapTOHHYIO.

donbra/T[IDHIT). ITo 6

MaKETUKOB BMECTE (v

HHCTPYKLIMEH no

[PUMEHEHUIO B nauky
| KAPTOHHYIO.

13 |Labeling / MapxupoBka

| According to ND. / B cootserctanu ¢ HJI.

14 | Storage conditions /
XpaneHue

Store below 25 °C. / [1pu Temneparype He Bbliwe 25 °C.

15 |Shelf life / Cpok roguocru

2 years. / 2 roga.

Remarks : The Product confirms to ND/
ITpumeyanue: IIponykr coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axkmouenune: OJOBPEHO

Prepared by / Ramakant

IMoaroToBneHO: W

Checked by / Pardeep kumar

IlposepeHo: C\f/

Approved by: Manager/Executive / Manoj Kumar
Onobpeno: Menemxkep / Py hOBOL{[ITLJ‘ib

Print Date /10.08.2022
Jlara:

Print Date /10.08.2022
Hara:

Print Date /10.08.2022
Hara:

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



