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Product / Ketorol gel for external use 2 % '
ITpoaykr Ketopon®, renb 1j1g Hapy»KHOTO MPUMEHEHHUst 2 %
Plandecy Russia / Poccust
PbIHOK
Batch No / 1 V250912 Batch Quantity / : 19403.000 units/
Cepus Ne Pa3mep cepuu 19403.000 enunuir
Analytical Report No / 1 040003192492 Date of Analysis / : 28.11.2025
AHaJJUTHYECKHIT oTUueT Ne Jarta ananmusa
Date of Manufacture / 1 11/2025 Date of Expiry / : 10/2027
JaTta npou3BoacTBa T'open mo (BKJL.) -
Mfg. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PT-
[pou3BoacTBeHHAS JAHLIEH3HS Homep PY RU)
Ne
Analysis performed according to ND / Anaaus nposenen no HJI: JITT-Ne(001119)-(PI"-RU)-210623 -

1 Descriptioﬁ / Onucanue

Ne Test / [TokazaTenab

Result / PesynbTaThl

Specification / Hopma

Homogeneous semi-transparent gel

with characteristic odor /

OnHOpOAHbIH NOMYNpO3padHblil resb

| C XapaKTePHbIM 3aMaXOM.

2 |Identification / UnenTudnkauus
2a |Ketorolac tromethamine / 1
Keroponaka TpoMeTaMuH

Homogeneous transparent or semi-
transparent gel with characteristic odor /
OnHopoaHbIH NMPO3payHbIi WK
MOTYIPO3payHbIii resib ¢ XapaKTepHbIM
3araxom.

Complies as prescribed /

CooTBeTCTBYET

The retention time of the main peak in the
chromatogram of test solution should
correspond to that in the chromatogram
of ketorolac tromethamine reference
standard solution (Assay section). /
BpeMms ynep>xuBaHHs OCHOBHOTO ITHKa
HAa  XpOMAarorpamme  HUCHBITYEMOIo
pacTBopa  JOJKHO  COOTBETCTBOBATH
BPEMEHH Yep)KUBAHUSI OCHOBHOTO MHKa
Ha XpoMaTorpaMmme pacTteopa
CTaHIapTHOro obpas3ua KeropoJsaka
TPOMETaMHHA (paznen
«KonuuecTBeHHOE ONpe/IENEeHHE)

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoaykt cooTBeTCTBYET TpeboranuiM HJT

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[MozarorosneHo: [TporepeHo: IMposepeno (AOK): ||person / Onobpeno: Obecrieuenue
Yogesh Chap,-han Pravesh Rana . Amit Kumar kauecTBa/OTBETCTBEHHOE JIULIO:
e 4 \ v
/ s _ g
L ! J\ il il J\f(\/"'
Date / Date / Date / Date / \
Tlata: 28.11.2025 Tara: 28.11.2025  |[ara: 28.11.2025  ||Mtata: 2941 20k

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mai!@drraddys.com
CIN: L85195AP1934PLCO04507
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Product / Ketorol gel for external use 2 %

IpoaykTr Ketopon®, resib U151 HAPY)KHOTO TpUMeHeHus 2 %

Market { Russia / Poccus

Prinok

Batch No / 1 V250912 Batch Quantity / : 19403.000 units /
Cepust Ne Pasmep cepun 19403.000 enunuL
Analytical Report No / : 040003192492 Date of Analysis / ¢ 28.11.2025
AHnajgMTHYeCKHil oTyeT No Jarta ananusa

Date of Manufacture / 1 1172025 Date of Expiry / : 10/2027

JiaTa npou3BOACTBA Toaen no (BxJ1.)

Mfg. License No. / : MNB/05/263 MA number / : JIIT-Ne(001119)-~(PI-
[Ipon3BoACTEEHHAS JIHLUEH3HS Homep PY RU)

No

Analysis performed according to ND / Ananus nposeaen no HJ: JIIT-Ne(001119)-(PI'-RU)-210623

Ne Te

st / Iloka3aTe/ib

Result / PesyabTaThl

7

‘ Specification / Hopma

| benzoate

HaTpHA H

2b | Sodium methyl parahydroxy-

| parahydroxybenzoate /
MeTtunnaparuapokcubeH3oat

OeH30aT HaTpus

and sodium propyl

nponunnaparuapokcu-

Complies as prescribed / | The retention time of the sodium methyl

CoOTBETCTBYET

pH BoagHOU cycneH3nu

3 | Weight of package content / 50.7g/50.7r
Macca coaepxkumMoro
yNaKOBKH

4 | pH of aqueous suspension / 6.5

| parahydroxybenzoate and sodium propyl
parahydroxybenzoate peak in the
chromatogram of the sample preparation
corresponds to that in the chromatogram
of the standard preparation (Assay
section). / BpemeHa ynepXHUBaHUS
OCHOBHBIX TIMKOB Ha XpOMaTorpamme
HCMBITYEMOTO  pacTBopa  JTOJDKHBI
COOTBETCTBOBATH BpeMeHam
YAEpXXHUBAaHWA OCHOBHBIX TIIHKOB Ha
XpoMmarorpaMMe pacTBOpa CTaHAAPTHBIX
006paslioB MeTUnnaparuIpokcubeH3zoara

u nponuinaparuapokcubeHsoara.
(pa3men «KonuuecrreHHoe
OTIpeZIeIEHUE)

Should correspond to the requirements /
B cooTBeTCTBUM C TpeOOBAHUAMH.

16.0-7.8/016,0 10 7,8

Remarks : The P

roduct confirms to ND/

[Ipumeyanue: IIpogykT cooTBeTCTBYET TpeboBaHusaM H]J

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
IMoxroTornexo: [Tposepeuo: [Ipoeepeno (AOK): ||person / Onobpeno: Obecneuenue
Yogesh Chauhan Pravesh Rana ; Amit Kumar X KauecTBa/OTBRETCTBEHHOE JIULO:
/y / /'( ) “ e ,—_:r.'
L /{/’ “ /\ &= —_— A(C‘,"
Date / Date / Date / Date / ( 56 0K
Jlata: 28.11.2025 Tlata: 28.11.2025  ||flata: 28.11.2025  ||fjara: & 111+~ 2

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, india
Tel: +91 40 4200 2900, Fax; +91 40 4900 2999, Email: mail@drreddys.com
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Product / Ketorol gel for external use 2 %

IIpoaykTt Ketopon®, resp i Hapy»KHOTO NpHUMeHeHHs 2 %

S Russia / Poccus

PbinoOK

Batch No / 1 V250912 Batch Quantity / : 19403.000 units /
Cepust Ne Pasmep cepun 19403.000 enuuun
Analytical Report No / : 040003192492 Date of Analysis / : 28.11.2025
AHanuTunueckmii otuer Ne JaTa anannsa

Date of Manufacture / ¢ 1172025 Date of Expiry / : 10/2027

Jara npon3BojcTea I'ogen no (BK1.)

Mfg. License No. / : MNB/05/263 MA number / + JITI-Ne(001119)-(PT-
Tpou3BOACTBEHHAS JIHLIEH3US Homep PY RU)

No

Analysis performed according to ND / Ananns nposegen mo HJI: JIII-Ne(001119)-(PI'-RU)-210623

Ne | Test / IlokazaTenb Result / PesynbTaThl ‘ Specification / Hopma
5 'Viscosity / BaskocTh 7.368 poise / 7.368 nya3 Between 5 and 12 poise / o
‘OT 5 no 12 nyas
6 |Related substances / ipumecu _ v B
Ketorolac 1-keto analogue / ‘ 0.0279 % Not more than 1.0 % /He 6onee 1,0 %

1-KeToaHaJIor KETopoiaka

Ketorolac 1-hydroxy analogue /
I-ruapokcuaHaor KeTopoiaka

Below LOQ (LOQ = 0.020 %) / Hike
npe)lena KOJIMYECTBEHHOIO ONIPEACNICHUA

(TTKO = 0.020 %)

Not more than 0.5 % / He 6onee 0,5 %

Any single unidentified
impurity/ ExuHu4Has
HeuIeHTHHULUPOBaHHAs
npuMech

Below LOQ (LOQ = 0.025 %) / Hmxke
TNpeaesid KONHYCCTBEHHOTO ONPECICHHUS

(TTIKO = 0.025 %)

Not more than 1.0 % / He Gonee 1,0 %

Total impurities / Cymma
| nprMecent

0.0279 %

Not more than 3.0 % / He 6osee 3,0 %

7 | Microbial limits / MukpoGuosiornyeckas Y4cToTa

| Total aerobic microbial count /
| Ob1wce uncno aspobubIX
MHKPOOPraHM3MOB

Less than 10 CFU/g /
Meiree 10 KOE/r

Not more than 10> CFU/g /
He 6onee 10> KOE/r

Remarks : The Product confirms to ND/

IMpumeyanmne: [TpoaykT coorBeTcTBYET TpeboBaHusim HJT

Conclusion : APPROVED /
3axnryenue: OJOBPEHO

Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[Toprorosneno: [Tposepeno: ITposepeno (AOK): |{person/ Onobpeno: Obecnieuenue
Yogesh Chauhan Pravesh Rana // Amit Kumar N xaqccrga/OTBercme}moc JIMLO:
V( // —/ ::;Tf- -y
/- P N
Date / Date / Date / Date / 9GN30 s
Hara: 28.11.2025 Jara: 28.11.2025 Jlarta: 28.11.2025 Jara: ,

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Jelangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com
CIN: L85195AP1534PLCO04507
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Product / Ketorol gel for external use 2 %

IMpoaykr Ketopon®, renb ans Hapy#AHoro npuMeneans 2 %

Mzt Russia / Poccus

Peinok

Batch No / 1 V250912 Batch Quantity / : 19403.000 units /
Cepus Ne Pasmep cepun 19403.000 envun
Analytical Report No / : 040003192492 Date of Analysis / : 28.11.2025
AHaJIMTHYeCKUii oTuer Ne JlaTta ananam3a

Date of Manufacture / : 1172025 Date of Expiry / : 10/2027

Jara npou3BojcTBa Iopen po (BK1.)

Mfg. License No. / : MNB/05/263 MA number / : JII-Ne(001119)~(PT-
Ipon3BOACTBEHHAS JIHIEH3US Homep PY RU)

No

Analysis performed according to ND / Ananns nposeaen mo HJL: JIT-No(001119)-(PI-RU)-210623

Ne Test / IlokazaTenn

Result / PesyabTaThi

Specification / Hopma

Total combined yeast and
molds count / Ob1ee
YHCIIO APOAOKEBBIX M
TUIECHEBBIX MPUOOB

Less than 10 CFU/g /
Menee 10 KOE/r

' Not more than 10' CFU/g /

He 6onee 10" KOE/r

Pseudomonas aeruginosa

Absent in 1 g/ OtcyTcTByeT B 11

Should absent in 1 g/ OrcytcTBHE B IT

Staphylococcus aureus

Absent in 1 g/ OtcyTcTBYeT B 11

Should absent in 1 g/ OtcyrcTBHE B 1T

8 |Assay/ KosidyecTBeHHoe onpejeJieHue:

benzoate / Metunnapa-
FUIPOKCHOEH30aT HaTpus

Ethanol / 3tason \ 98.3 % NLT 85% and NMT 115% of the
| labeled amount /|
Or 85 mo 115% ot 3aiBIESHHOrO
KOJIMYecTBa
Dimethyl sulfoxide / 101.7 % NLT 90% and NMT 110% of the
JAumernncyaboxcun labeled amount / Ot 90 mo 110 % ot
3aABNIEHHOTO KOJIHYECTBa
Sodium methyl parahydroxy- 98.2% NLT 90% and NMT 110% of the|

labeled amount / Ot 90 mo 110 % ot
3asABJIEHHOT'O KOJIHYECTBa

Remarks : The Product confirms to ND/

IIpumeuyanue: Iponykr coorsercTByeT TpeboBaHusaM HJI

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by / Checked by /
Tloaroropnexo: IporepeHo:
Yogesh Chauhan

Pravesh Rana /'
W J/

Checked by (AQA) /
[Mposepero (AOK):
Amit Kumar

/\/> .

Approved by: Quality Assurance/Authorized
person / Onodpeno: ObecneyeHue
Ka‘lCC'll‘BﬂfOTBeTCTBeHH()e JIULO:

iy
]

Date /

Jara: 28.11.2025

Date /

Jara; 28.11,.2025

Date /
JaTa:

Date /
JlaTa- 2R 11 2025

PLEEIN PR

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Jelangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mai!@drraddys.com

CIN: L851954P1984PLC0O04507
www.drreddys.com
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Product / Ketorol gel for external use 2 %

MpoaykT KeTopoa®, renb 41 Hapy»KHOTo npumeHetis 2 %

Rarlech:; Russia / Poccus

PbiHOK

Batch No / 1 V250912 Batch Quantity / : 19403.000 units /
Cepus Ne Pa3mep cepuHu 19403.000 enunHuny
Analytical Report No / : 040003192492 Date of Analysis / : 28.11.2025
AHaJHUTUYECKHIT oTyeT No JlaTa ananu3a

Date of Manufacture / : 11/2025 Date of Expiry / : 10/2027

Jarta npou3BoacTea FoneH no (BKJ1.)

Mfg. License No. / : MNB/05/263 MA number / : JII-Ne(001119)-(PI-
TIpoM3BOACTBEHHAS TNLEH3Hs] Homep PY RU)

No

Analysis performed according to ND / Ananus nposegen mo HJ: JIIT-Ne(001119)-(PI'-RU)-210623

Ne Te

st / IlokaszaTennb

Sodium propyl parahydroxy-
benzoate / Iponunnapa-
rUapokcubeH30aT HaTpUs

Result / PesynbTaThl Specification / Hopma

- 988%

NLT 90% and NMT 110% of the
labeled amount / Ot 90 nmo 110 % ot
3as4BJIEHHOIO KOJIHUECTBA

Ketorolac tromethamine /
Keroponaka TpoMeTaMuH

100.8 %

|

NLT 90 % and NMT 110 % of the
labeled amount / Ot 90 g0 110 % ot
3asBJIEHHOT0 KOIUYECTBA

| ymakoBK

9 |Package/ Onwucanne

H

50 g in a laminated aluminum tube equipped with tamper-evident membrane. 1 |
tube together with patient information leaflet in a carton. / Tlo 50 r B TyGy u3
JTAMUHUPOBAHHOTO ANIOMHHUSA, CHAOXEHHYI0 MeMOpaHOH [Uli KOHTpOJA
nepeoro BckpbiTUs. Ilo 1 Tybe BMecTe ¢ MHCTpYKUMEH N0 METULUUHCKOMY
NpUMEHEHHIO (JINCTKOM-BKIIaAblIieM) B NaUKy KapTOHHYIO.

Remarks : The P

roduct confirms to ND/

IMpumeuanne: IpoaykT cootBercTBYeT Tpebopanusm HJL

Conclusion : APPROVED /
3akmwouenue: OJJOBPEHO

Prepared by /
[MoarorosieHo:
Yogesh Chauhan

Pravesh Rana
¥ J

Checked by /
[Tposepeno:

=~

Checked by (AQA) /
[Tposepeno (AOK):
Amit Kumar

K

e

-

Approved by: Quality Assurance/Authorized
person / Onobpeno: ObecneueHne
kauecTBa/OTBETCTBEHHOE JIULO:

- W( -

Date /
Hara: 28.11.2025

Date /
Jlata: 28.11.2025

Date /

Jara: 28.11.2025

Date / 1%(,)\ LY
JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India
Tel: +91 40 4200 2900, Fax: +91 40 4200 2999, Email: mail@drraddys com
CIN: L85195AP1934PLCO04507

www.drreadys.com
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Ne

[Product / Ketorol gel for external use 2 %

IlpomyxTt KeTopon®, renb A Hapy:KHOTrO npimMeneHnd 2 %

Marlct.{ Russia / Poccust

PeiHok

Batch No / 1 V250912 Batch Quantity / : 19403.000 units /
Cepust Ne Pazmep cepun 19403.000 eanHmuiy
Analytical Report No / : 040003192492 Date of Analysis / : 28.11.2025
AMasTuTHYecKHii oTyeT Ne Jarta aHanuza

Date of Manufacture / : 1172025 Date of Expiry / : 10/2027

JlaTa npoH3BOACTBA Topen go (Bk.)

Mfg. License No. / : MNB/05/263 MA number / : JII-Ne(001119)-(PI'-
Ipon3BoaACTBEHHAS JTHLEH3HS Homep PY RU)

Analysis performed according to ND / Anaau3 nposeaes mo HL: JIN-Ne(001119)-(PI'-RU)-210623

Ketorolac tromethamine / KeToponaka TpoMeTaMuH

API name / Haumenosaune ADC:

npoussoautess [JId:

INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / ABSHO001414

Homep cepun npoussoautenss A®C:

FP Manufacturer API Batch number / |

'Homep cepuu cybcTanumn FESA00170

AP] Manufactured by & country /
ponssoaurens A®C, cTpana:

Name, addresé, authorization No for

Dr. Reddy's Laboratories Ltd., India / I-p Pexmu’c Jlaboparopus Jita, Hunus

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

FP manufacturing site / Control site /
Release site /

HaumeHoBaHue, aapec, JTHUEH3Us 151
ITpousBoacTBeHHas nJoUIaaKa /
Ilnomwaaka KOHTpOJISI KauecTBa /

Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

H-p Pennu’c Jlaboparopuc JITa., Unaus, [Ipon3BoACTBEHHOE

| mozpasnenenre-6, Bumt. Kxons, Hanarapx Poyn, Banau, Juctpuxt ConaH,

X.I1., 173205, Uupus (munensus Homep MNB/05/263)

IMnomanka Bhinycka

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This
hatch of product has been manufactured, including packaging/labeling and quality control at the above
mentioned site(s) in full compliance with the GMP requirements of the Eurasian Economic Union and
requirements to the medicinal quality and with the specifications in the Marketing Authorization dossier of the

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuaunne: [Ipoaykr coorBercTByeT TpedoBaHuaM H]T 3akmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[TonrotosneHo: [TposepeHo: IMposepero (AOK): |person / Onobpeno: Obecneyenue
Yogesh Chauhan Pravesh Rana / Amit Kumar KaquTBa<OTBeTCTBeHHoe JIHLO:
A =
J'{" = Y g "
fr]l L] M
Date / Date / Date / Date / e
Jlara: 28.11.2025 Jara: 28.11.2025 Hara: 28.11.2025 JlaTa: 2 O\ P\ 3%

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +01 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drraddys.com
CIN: L85195AP1984PLCO04507
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Product / Ketorol gel for external use 2 %

Mpogykt Keropon®, renp U HAPY/KHOTO npumenenns 2 %

e ad Russia / Poccust

Peinok

Batch No / 1 V250912 Batch Quantity / : 19403.000 units /
Cepna Ne Pasmep cepii 19403.000 eaunmun
Analytical Report No / 1 040003192492 Date of Analysis / : 28.11.2025
AHasuTHUYeCKHii oTueT Ne JaTa ananuza

Date of Manufacture / : 11/2025 Date of Expiry / : 1072027

Jara npou3sBoacTBa Iogen po (BKI1.)

Mfg. License No. / : MNB/05/263 MA number / : JIII-Ne(001119)-(PT-
IpousBoacTBeHHAs THLEH3US Homep PY RU)

Ne

Analysis performed according to ND / Ananu3 nposeaen nmo H/A: JIIT-Ne(001119)-(PI'-RU)-210623

importing country. Production, packaging and testing records are verified and their compliance with Good
Manufacturing Practice of the Eurasian Economic Union is established».

3akaoyende o coorBeTcTBHH: «HactosmuMm s moaTBepXkaaro, 4TO MpUBEAEHHAs Bblile HHPOpMauus
SIBJISIETCSl IOCTOBEPHON M TOUHOH. DTa cepHst NpOLYKLUHH MPOU3BefeHa (BKJIIOUas ynakoBky (MapKHpPOBKY) U
KOHTpOJIb KaueCTBa) Ha BbllIIeyKa3aHHOH MPOMU3BOJCTBEHHOM MJioOLIaAKe (TUIOLIAAKaX) B NOJHOM COOTBETCTBUH
¢ TpeboBanuamu [IpaBun Haanexallel NpoU3BOACTBEHHON NpakTHKKY EBpa3Hiickoro 5JKOHOMHUYECKOro Cor3a
1 TpeOOBaHMAMH KOHTPOJIS KauecTBa JeKapCTBEHHbBIX CPEJICTB, a TAKXKE B COOTBETCTBUHU €O cieLUHKALIMIMHY,
CoJiep’KallMMUCs B PETUCTPALMOHHOM JOCBhE CTPAaHBI-UMIIOPTEpa. 3allUCH MO MPOU3BOACTBY, YNAKOBKE HU
aHaJIM3yY NPOBEPEHbI, H YCTAHOBJICHO MX COOTBETCTBHE TpeboBanuam [Tpasui Hafnexaeil npou3BoACTBEHHOH

npakTHK EBpasuiickoro SkOHOMHUYECKOTO COIO3a%.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumewanne: [poaykT cooTBeTcTBYET TpeGoBanmam HJT 3akmiouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / ||Approved by: Quality Assurance/Authorized
[MoaroToBMieHO: ITpoBepeHo: [Tposepero (AOK): |{person / Onobpeno: ObecneueHue
Yogesh Chauhan Pravesh Rana Amit Kumar kauecTRa/OTBETCTBEHHOE JIULIO:

Vg / ARy

L // o~ p‘/ / <
Date / Date / Date / Date / - ‘7/3/

i Q

Harta: 28.11.2025 JHara: 28.11.2025 Hara: 28.11.2025 JHara: T &\ —A L

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Jelangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4200 2999, Email: mail@drreddys com
CIN: .85195AP1534PLC004507
wwiw.drreddys.com



