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CERTIFICATIE. OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, IND1A
Tel : +91 98166 56001-02

CEPTHUOHKAT AHAJIM3A  www.drreddys.com
Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mgﬂi ]
IpoaykT Hbyraun® Ixenpece (ndynpoden + napaueramour), HOPOWIOK 4TS NIPUCOTOBICH U
;_ PACTBOPA A5 UpHemMa BUYTPL, 400 Mr+325 mr N
Batch No. / 1 V2202079 Batch Quantity / : 214460.00 units /
Cepus No . O0beM napTuu 214460.00 emnniny
Analytical Report No. / : 890001621756 Date of Analysis / : 18.10.2022
AHanuTHYecKHi oTyeT No JaTa ananuza
Date of Manufacture / : Sep. 2022 Date of Expiry / : Aug. 2024
Jara nponssojcrea I'open no

| Analysis performed according ND / Awanns nposenen no H: JIN-007239-300721

.N'gi_
1

Test / Tlokasarens
Description / Onucanue

~ White powder,
characteristic

2 Reconstituted solution /

' BoccraHoBnenusii pacreop i

- appearance / onucarue 5

- Color of the solution / ~ Complies /

YBEMHOCHID

3 Dissolution time /

| Bpemst pacTBopeHusn

odour.

Complies

CooreeTcTBYeT ;

01 minute 07 seconds

Specification / Hopma
to off-white powder,

with . White with a

i 3anaxom.

| | XapaKTeptbIM 3anaxom.

Colourless solution with a characteristic
odor shall be observed, may have small
amount of suspended particles. /
Becuethbiii  pactBop c  XapakTepHbiM
3anaxoM, C BOIMOXHBIM COZLEPXKAHHEM
HeOOMBIIOTO  KOMHYECTBA B3BELUEHHbLIX
| uacTHL -

Color intensity of the solution does not|
exceed color intensity of reference standard
Bo. / PacTop mosmxeH 6biTe OkpalueH He
| Bofiee HHTEHCHBHO, YeM 3Tanok Bo.

Not more than 5 min. / He Gonee 5 MuA.,

4 pH of solution / pH pacTeopa 6.6

58107.8./0158 07,8,

Remarks : The Product confirms to ND/
Ilpumeyanne: ITpoAyKT cooTBETCTBYET TpeBoBaHusM HIT

Conclusion : APPROVED /
3axumoyenne: OJOBPEHO

Prepared by / Naresh Kumar | Checked by / Pardeep Kumar

Approved by: Manager/Executive / Manoj Kumar

IToproroBneHo: é Iposepeno: 5][345 Onobpeno: Menemxep / PykosoanTtens
Print Date /18.10.2022 Print Date /18.10.2022 Print Date /18.10.2022

Jara: Jara:

JHara:

Registered Office; 8-2-337, Road No. 3, Banjara Hilis, Hyderabad - 500034, Telangane, india
Tel: +91 40 4300 2900, Fax: +91 40 4300 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC20S507

www.drreddys.com

/ characteristic odor. / INopowok oT 6cnoroi
opowox 6enmoro usera ¢ a0 moutn Genoro usera, ¢ XapaKTepHLIM
NapaKTePHbIM 3aMaxoM.

|




- X
Dr.Reddy’s !;’

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

CEPTIIDITRAT AHAJHIEA

www.drreddys.com

Jarta npuussoacTea

Product Ibuclin Express (Ibuprofen+l’araceumol), powder for oral solution, 400 | mg -+ 325 mcr
[IpoayrT Hoyxanu® Irenpece (udynpoden + napaueramod), NOPOLIOK AR NPHIOTORNIHS

| DACTBODA A5 DpHeMa BUYTPL, 400 Mr+325 mr R B

|Batch No. / : V2202079 Batch Quantity / : 214460.00 units /
Cepnsa Ne Obwem naprun 214460.00 eaunimy
Analytical Report No. / : 890001621756 Date of Analysis / : 18.10.2022
Anannrnyeckuii oTyer Ne _ JaTa ananuia

Date ot Manufacture / : Sep. 2022 Date of Expiry / 1 Aug. 2024

I"osen 70

| Analysis performed according ND / Ananus mposenen mo H: JII-007239-300721

‘_ MJ Test / Tlokasatens ]

5 Identification / llo;mnnnocrb ’

|4) by HPLC / BIKX

|
-

Ibuprofen / ubynpoden [

Complies /
CootsetcTByer

\— Paracetamol / napayemanrton

Result / PesynnaTh: |

V_tggggluhmtmnlﬂopua - |
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). / Bpems yaepxusaHis oCHOBHBIX
MUKOB HA XPOMATOrPaMMaX MCREITYEMbIX
| PAaCTBOPOB  QOMKHBI  COOTBETCTEOBATE
 BpeMeHaMm YAEpKIIBaHH4 |
JcooTBeTCTBnyLLle OCHOBHBIX [HKOB Ha
XpOMATOrpaMMax pacTBOPa CTaHAAPTHBIX
obpasuoe  (pasnen  «KomuuecTremioe
Jonpt:qenume»)

\B) by HPLC-UV/ BIXX-Y®
— JIbuprofen / udynpoghen

’— Paracetamol / napayemamon

Complies /
CootsercTByer

When carrying out the "Assay" test, the
iuv spectra of the test solutions should
correspond to those of ibuprofen and
 paracetamol standard solutions. / TIlpu
nposefleHdd  Tecta  «KonuuectseHHoe
|onpeaenenney YD-CnexTpsl HCNbITYEMbIX
PacTBOPOB OMKHLI COOTBETCTBOBAaTh Y-
CrIeKTpam CTaHIAPTHBIX pacTBopos
ubynpodena u napaneramona.

Remarks : The Product confirms to ND/
[puseuanne: [1poaykT cooTeeTCTBYET TPGOBAHHAM HI

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO

Prepared by / Naresh Kumar
IToaroToeneno: .
?

—

Checked by / Pardeep Kumar
IIposepeno: P
e

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

'h.fl.éié.f—{/

Print Date /18.10.2022
Hara:

Print Date /18.10.2022
JHara:

Print Date /18.10.2022
Jara:

Registered Officc: 8-2-23 , Rss I 2, 230
Tei: 491 30 4900 2900, Fax: 491 40 .i¢

CIN: L85195A 193

l::,'~ ‘Jorabad - 50003-
Errail: mail@drroddys com
F‘LLU(‘-»:']!

wavw droeddys com

3, Telanzana, india
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CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJII3A

Or. Reddy's Laboratories Ltd
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. 3olan, H.P.,, 173 205, INDIA
Tel : 491 58166 56001-02
www.drreddys.com

Product : Ibuclin Express (1buprofeﬁﬂ’aracetamol), powder for oral solution, 400 mg + 325 mg—
Iponyxr Hoyraun® Irenpece (ndynpoden + napaueramosn), IOPOLIOK 1151 NPHUIrOTOBJCH KA

i PACTBODA AJIS HPHEMA BHY Db, 400 Mr+325 mr o

Batch No. / : V2202079 /Batch Quantity / : 214460.00 units /
Cepus Ne _ Obbem maprun 214460.00 eauniny
Analytical Report No. / : 890001621756 Date of Analysis / : 18.10.2022
AHaJHTHYeCKMI oTyeT Ne o MarTa anaunza

Date ol Manutacture / : Sep. 2022 Date of Expiry / 1 Aug. 2024

Hara npoussoacrea - ‘1" OJIEH 110

_Analysis performed according ND / Anaaus nponenen no HJl: JII-007239-300721

N |

3 _ Test/ Ilokasarens
| 6 [Particle size / Pasmep uacruny

100 %

94 %

1 7 'Water / Bona

50%

| Result/PesyabraTel

1 ~ Specification / Hopma
Particle size less than 2 mm — not less

{than 95 %; / YacTiu pasmMepom mexee 2 Mm |
'— He MeHee 95 Y%,;

‘Particle size less than 0.25 mm — not less
than 60 %. / yacTHU pasMepom McHee
10,25 MM — He MeHee 60 %,

8 lRelated substances /
1 PoxcTBennbIe NpHMeCH

- ibuprofen / ubynpogen

l
-

|

S I

|
- paracetamol / napayemanmon r

Less than LOQ

1‘

0.01%)

BDL(Below Disregard area 7839) 'Individual unidentified impurity - not more

|

Less than LOQ (L0OQ:0.04%) IIndividual unidentified impurity - not more

Below limit of Detection (LOD:

than 0.15 %. / Enunnunasn
HEUAEHTHONLMPOBAHHAS TPHMECH - He
|Gonee 0,15 %.

| Total impurities - not more than 0.5%. /
'Cymma npumeceii - He 6onee 0,5 %.
Impurity K - not more than 0.15%. /
Ipusiecs K - He Gosee 0,15 %.

ithan 0.10%. / EaunuyHas
[HenueHTduuMpoBanHas NpHUMeECE - He

Remarks : The Product confirms to ND/
lpuseuanne: [Ipogykr cooTBeTcTRYET TpeGoBaunam HJJ

Conclusion : APPROVED /
3aknwuenue: ONOBPEHO

Prepared by / Naresh Kumar

Checked by / Pardeep Kumar

Approved by: Manager/Executive / Manoj Kumar

[Toaroroeneno: IMposepeHo:; f Onobpeno: Menemxkep / Pykosonurens
d’/ S ‘*n&fﬂ:ﬁ.

Print Date /18.10.2022 Print Date /18.10.2022 Print Date /18.10.2022

Hara: Hara: Hara:

Regisiered Office: 8-2-7°7,
Tei: +81 40 19!

o1 B

ke I, Fanjara Hills, Hydorabad - 500024, Telangana, india
2200, Fax: +21 .00 .5900 2999, Email: mailGdrreddys.com
Clil: LB519SAP19LAPLCOGI507
v dreaddys.com



Qe Dr. Reddy's Laboratories itd.
t °9® Formulation Unit-6

Dr‘ Reddy S . Vill. Khol, Nalagarh Road, Baddi,

Distl. Solan, H.P.,, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel: +91 98166 55001-02
CEPTHOHKAT AHAJIM3A  www.drreddys.com

Product : Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mgi - B
Npogysr : Hoykanu® Ixcnpece (noynpogen + napaneramon), nopowoK ans NPHTOTOBACHMSA

| PACTBODA A0S uMiesa BHYTpL. 400 Mr+325 mr ] - B

Batch No. / : V2202079 Batch Quantity / : 214460.00 units/
Cepns Ne Obvem mapTin 214460.00 ¢y
Analytical Report No. / : 890001621756 Date of Analysis / : 18.10.2022 =
AHanuTnyeckwii otuer o i Jata anannza

Date ot Manutacture / : Sep. 2022 Date of Expiry / : Aug. 2024 T
Hata npomeoacrea ) N logenpo o

LAnalysis performed according ND / Anaaus nposenen no HJI: JIII-007239-300721 o

Result / PesyabraTs!

Below Disregard Limit  Gonec 0,10 %,
J’I‘otal impurities - not more than 0.5%. /

{ ‘ Cymma npumeceit - ne Gonee 0,5 %. J

PN Test / HokasaTens . i

“Specification / Ho PMa 7? ‘

"7 9 —E—I—Jniformity of dosage units / - S

J |0,£lH0p0£IHOCTI> JO3UPOBAHUSA

- ibuprofen / ubynpogen 3.6 - Acceptance value (AV) should not be more
; than 15.0. / [Tokazarens npuemnemoctu
E (AV) nonxen Gbith He Gonee 15,0.

3.0 Acceptance value (AV) should not be more
than 15.0. / Tlokasarens npuemneMocTy
(AV) nomxes 6biTh He Gonee 15,0.

- paracetamol / napauemamon

10 | Microbial limits /
MukpoGHONOrHYecKas SHCTOTA NIL CFU/g a) Total aerobic microbial count - not more
than 1000 CFU/g. /

Obwee uKcio aspobHbIX MUKDPOOPraHH3MOB
{ - He 6onee 1000 KOE/r.
) Total combined yeasts and mould - not |
L CEg more than 100 CFU/g, / !
i . OOblice YHCNO APONOKEBBIN 1f TUIECHEBBIX !

| | | IrpitGos - He Gonee 100 KOE/T.
| Absent Ec) Escherichia coli - shall be absent per 1 g./
| I “ Escherichia coli - otcyTeTsue B 1 1. |

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanue: [TpoayxT cooteeTcTaYeT Tpeboaunam HJJ 3akmouenne; OJJOBPEHO
Prepared by / Naresh Kumar | Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
[ToarotosneHo: [Mpoeepeno: Onobpeno: Menenskep / Pykosopurens
k L it

e et
Print Date /18.10.2022 Print Date /18.10.2022 Print Date /18.10.2022
Hara: JaTa: Hara:

Registered Office: 3-2-237, Read wo 5, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 7900, Fo»: +91 40 1500 2999, Ernail: mail@drreddvs.com
CiM: 185195AF1984PLCO0AS07
wwdrreddys.com
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CERTIFICATE OQFF AN,

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

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

ALYSIS Tel: +91 98166 56001-02

CEPTUDPHKAT AHAJIHM3A

www.drreddys.com

"Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg -
[Mponywr UGyrnnn® Oxcnpece (ubynpoden + HapaAUeTamMOoil), TOPOUIOK LAS IPUTOTOBICH Ut

| PACTBOPA LIS UpHEena BUYTDL. 400 vr+325 mr 4 _

Batch No. / : V2202079 Batch Quantity / : 214460.00 units /

Cepusi Ne = O0vem napinn 214460.00 eanniny
Analytical Report No. / : 890001621756 Date of Analysis / : 18102022 |
AHAaAMTHYeCKHiT oTyeT Nb o JaTa ananuza

Uate ot Manutacture / : Sep. 2022 Date of Expiry / : Aug. 2024 T
Jara uponsBsoacrea Togen go

{ Analysis performed according ND / Anaaus nposeacn mo H/I: JINT-007239-300721

11 Assay /
onpenenenne

- ibuprofen / ubynpoqen

Konnuecrsennoe |

r - paracetamol / napayemamon ‘

401.1mg (100.3 %)

| 401 1mr (100.3%)

327.1 mg (100.7%)
‘ 327.1 mr (100.7%)

= ]

| - |
l

360.0 mg to 4400 mg of C13H|stE
| (ibuprofen) (90.0% to 110.0 % of label‘
| claim) per sachet. / OT 360,0 Mr 10 440,0 mr!
'CiaHis0:2  (nGynpogen) (or 90,0% o

110,0 % ot HomMuHanbHOrO conepxanns) |

O/1HOM [13KETHKE.

2925 mg to 357.5 mg of CgHgNOzi
| (paracetamol) (90.0 % to 110.0 % of label
% claim) per sachet. / Ot 292,5 mMr 10 357,5 Mr
'CsHoNO; (napaueramon) (ot 90,0 % 1o/
1 110,0 % ot HomuHankHOrO COOepKaHUs) Bl
| OZIHOM NaKeTHKe.

e |

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: I1poaykT cooTreTcrBYET TpeboBanusam HJ[ 3axmoyenue;: ONOEPEHO
Prepared by / Naresh Kumar | Checked by / Pardeep Kumar Approved by: Manager/Executive / Manoj Kumar
IMonrorosneno: - ITposepeno: Onobpeno: Meremxep / Pykosountent
@_ S }h feLeet,
Print Date /18.10.2022 Print Date /18.10.2022 Print Date /18.10.2022
Hara: Hara: Hara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4800 2903, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CiN: L85195AP1984PLC004507

www.drreddys.com
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CERTIFICATE OF ANALYSIS

Dr. Reddy's Lahoratories Ltd

Formulation Unit-6

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

CEPTH®IIKAT AHAJIM3A  www.drreddys.com

Product Ibuclin Express (Ibuprofen+Paracetamol), powder for oral solution, 400 mg + 325 mg
IIpoaykr Hoyxann® Ixenpece (ubynpoden + napaueramon), mopomIox ars NPHTOTOBJIEHHS

__pacTopa Aas puestit BuyTpe., 400 Mr+325 mr .
Batch No. / : V2202079 Batch Quantity / : 214460.00 units /|
|Cepist Ne o O6bem napriun 214460.00 ¢tk
Analytical Report No. / : 890001621756 Date of Analysis / : 18.10.2022
|AHaTUTHYeCKHH oTYeT N2 |llaTa ananuza ‘
Date of Munufacture / : Sep. 2022 Date of Expiry / : Aug. 2024 ]
MaTa nponseojcrsea Toacn 1o o

Analysis performed according ND / Ananu3s nposeacn no H/I; JIH-007239-300‘72_1__

ST

’ |
i

Package / Ynakoska

137 Labeling / Mapkuposka

5 ginasachet of a combination ' 5 g in a sachet of a combination ‘material
material (laminated ' (laminated paper/LDPE/aluminum |
| paper/LDPE/aluminum foll/LDPE). 6 or 9 sachets and patient
{fol/LDPE). 6 sachets and information leaflet in carton pack./[ToSrB
patient information leaflet In| makeTuke 3 KOMOWHHpoBaHHOrO
 carton pack. / lo 5 r B | Marepuana (TaMHHUpOBaHHAa |
| NaKeTHKe u3 ! Bymara/TIS3HIT/anioMusnesas

| KOMOHHUPOBAHHOrO donera/IT3HIT). Tlo 6 unu 9 nakeTukos
Martephana (1aMHHWPOBAHHas | BMECTE C WHCTpyKUHeH 1o NPHMEHEHHIO B
6ymara/[IOHIl/amomunneBas i NayKy KapTOHHYIO.

donera/TI3HI). IIo 6

NaKeTHKOB BMECTE c

MHCTPYKUHEH no

NIPUMEHEHHIO B nauky
| KAPTOHHYIO. |

According to ND. / B cootseTcTaun ¢ HJI.

14 'Storage conditions /
I Xpanenue

Store below 25 °C. / TTpu TeMﬁepa'fS;pc He Bblle 25 °C.

15 "Shelf life / Cpox roanocTn

-
|

|
]

2 years. /2 roga.

Remarks : The Product confirms to ND/
Hpumewanne: [1poaykT cOOTBETLTBYET TPeGOBAHHAM HI

Conclusion : APPROVED /
3akmouenne: OJJOEPEHO

Prepared by / Naresh Kumar

IMoarorosneHo; g

Checked by / Pardeep Kumar
ITpoeepeno:

Approved by: Manager/Executive / Manoj Kumar
Onobpeuo: Menemxkep / Pykososirreis

4
(\"l'h Z’if: [ if_t,(
P i

N

Print Date /18.10.2022
Hara:

Jara:

Print Date /18.10.2022

Print Date /18.10.2022
Jlara:

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: LB5195AP1984PLCO04507
www.drreddys.com



