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Leading pharmaceutical company
specialized in ophthalmology

SamChunDang(SCD) Pharm. Co., Ltd. is the
leading pharmaceutical company specialized in
ophthalmic fields. We have acquired EU GMP
certificate for sterile eye drops from UK MHRA
(Medicines & Healthcare products Regulatory
Agency). Since establishment in 1943, we have
been providing a high quality pharmaceutical
product for the purpose of providing healthier and
happier lives for everyone.

We provide safety and convenience and also offer
a wide range of choices with multi-dose and
preservative-free single dose eye drops. We have
been exporting pharmaceutical products to more

than 25 overseas countries for more than 20 years

and have been seeking to expand in to the global

market with EU GMP certified technology.

Company Overview

Founded : in 1943
Initial Public Offering : in 2000
Line of Business : Manufacture, Distribution, Import and Export of Pharmaceuticals
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Affiliated Foundation : ILSONG

Educational Foundation

Hallym SungSim College (Established in 1939)
Hallym University (Established in 1982)

Medical Centers

HanGang SungSim Hospital (Established in 1971)
KangNam SungSim Hospital (Established in 1980)
ChunChon SungSim Hospital (Established in 1984)
KangDong SungSim Hospital (Established in 1986)
Hallym SungSim Hospital (Established in 1999)

Dongtan Sungsim Hospital (Established in 2012)
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Affiliated Companies : SOWHA

SoWha Inc. Pharmaceutical Distribution Company / Established in 1979

SamChunDang Pharmaceutical Co., Ltd. Pharmaceutical Company / Join to SoWha Group in 1986
SungSim Medical Supply Co., Ltd. Medical Furniture Supplier / Established in 1987

HanNong Castem Inc. Food Supplier / Established in 1987

Sooln Pharmaceutical Co., Ltd. Pharmaceutical Distribution Company / Established in 1993

Sooln Trading Co., Ltd. Medical Equipment Supplier / Established in 1993

SoWha Publishing Co. Publishing Company / Established in 1993

SoWha Printing Co. Printing Company / Established in 2003

DHP KOREA Pharmaceutical Co., Ltd. Pharmaceutical Company / Join to SoWha Group in 2012
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EU GMP Certified for Sterile Ophthalmic Products

Medicines and Healthcare products Regulatory Agency
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

Part 1

MHRA

Regulating Medicines and Medical Devices

Issued following an inspection in accordance with Art. 111(5) of Directive 2001/83/EC.

The competent authority of the United Kingdom confirms the following:

The manufacturer (SAM CHUN DANG PHARM. COMPANY LIMITED)

Site address 71 JEYAKGONGDAN 2-GIL
HYANGNAM-EUP
HWASEONG-SI
GYEONGGI-DO
KR-445 937
KOREA
REPUBLIC OF

legislation: The Human Medicines Regulations 2012 (SI 2012/1916).

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of the
European Economic Area in accordance with Art.111(4) of Directive 2001/83/EC transposed in the following national

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted
on 05/01/2015, it is considered that it complies with the principles and guidelines of Good
Manufacturing Practice laid down in Directive 2003/94/EC.

This certificate reflects the status of the manufacturing site at the time of the inspection noted above
and should not be relied upon to reflect the compliance status if more than three years have elapsed
since the date of that inspection. However, this period of validity may be reduced or extended using

regulatory risk management principles by an entry in the Restrictions or Clarifying remarks field.

This certificate is only valid when presented with all pages and both parts 1 and 2.

The authenticity of this certificate may be verified in EudraGMDP. If it does not appear please contact
the issuing authority.

Medicines and Healthcare
Products Regulatory Agency
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Ophthalmic

Products

Artificial Tears

Hameron Eye Drops

Hameron mini
Eye Drops

Hameron-S mini
Eye Drops

Hameron-P Eye Drops
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Composition Sodium hyaluronate ---------------------- 0.1%

Indication Kerato conjunctival epithelial impairment

Shelf life 3 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1 drop, 5~6 times a day

Composition Sodium hyaluronate --------------------—- 0.1%

Indication Kerato conjunctival epithelial impairment

Shelf life 3 Years

Type Mono-dose

Packing unit 0.9mL/Tube(30Tubes/Box)
0.35mL/Tube(60Tubes/Box)

Dosage 1 drop, 5~6 times a day

Composition Sodium hyaluronate -------------------— 0.18%

Indication Conjunctival or corneal epithelium diseases

Shelf life 3 Years

Type Mono-dose

Packing unit 0.7mL/Tube(30Tubes/Box)
0.35mL/Tube(60Tubes/Box)

Dosage 1 drop, 5~6 times a day

Composition Sodium hyaluronate ---------------------- 0.3%

Indication Conjunctival or corneal epithelium diseases

Shelf life 3 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1 drop, 5~6 times a day

Ophthalmic

Hameron-P mini
Eye Drops

Hameron-A mini
Eye Drops
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Artificial Tears

Composition Sodium hyaluronate ---------------------- 0.3%

Indication Conjunctival or corneal epithelium diseases

Shelf life 3 Years

Type Mono-dose

Packing unit 0.7mL/Tube(30Tubes/Box)

Dosage 1 drop, 5~6 times a day

Composition Sodium hyaluronate -------------------- 0.15%

Indication Kerato conjunctival epithelial impairment

Shelf life 2 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1 drop, 5~6 times a day

Composition Sodium hyaluronate --------------------- 0.15%

Indication Kerato conjunctival epithelial impairment

Shelf life 2 Years

Type Mono-dose

Packing unit 0.75mL/Tube(30Tubes/Box)
0.35mL/Tube(60Tubes/Box)

Dosage 1 drop, 5~6 times a day

Composition Carboxymethylcellulose Na ------------ 0.5%

Indication Dry eye relief

Shelf life 2 Years

Type Mono-dose

Packing unit 0.95mL/Tube(30Tubes/Box)

Dosage 1~2 drops in affected eye(s) as needed
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Ophthalmic

Product N
de  Artificial Tears
S Porl nmini Eye Drops Composition Cyclosporine 0.05%
> Indication Dry eye relief
Shelf life 2 Years
Type Mono-dose
Packing unit 0.4mL/Tube(30Tubes/Box)
;!iﬁi !j ! :!M%m Dosage 1 drop, 2 times a day
iRiS Eye Drops Composition HPMC 0.3%
Dextran 70 0.1%
Indication Dry eye relief
~ KLY
otol2|A& Shelf life 2 Years
N Hor
Type Multi-dose
Packing unit 15mL Bottle/Box
| o O 2 Dosage 1~2 drops, several times a day
iRiSplus Eye Drops E— s o
Chondroitin sodium sulfate ------------ 0.5%
Potassium chloride -------------—------- 0.08%
Sodium chloride ----------------------——- 0.44%
Indication Dry eye relief
Shelf life 3 Years
Type Multi-dose
Packing unit 10mL Bottle/Box
Dosage 1~2 drops, 4~5 times a day
IRISplus mini Eye Drops Composition HPMC 0.3%
Chondroitin sodium sulfate ------------ 0.5%
Potassium chloride ---------------------- 0.08%
Sodium chloride -----------------------—- 0.44%
Indication Dry eye relief
g Shelf life 3 Years
X T TR T T
@ e Type Mono-dose
iRiS*
e
Packing unit 0.7mL/Tube(10 or 30Tubes/Box)
Dosage 1~2 drops, 4~5 times a day
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Ilvidone Eye Drops

| TEARIDONE
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Eyencool fresh mini
Eye Drops
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Artificial Tears

Composition Povidone 2%

Indication Dry eye relief

Shelf life 3 Years

Type Multi-dose

Packing unit 10mL Bottle/Box

Dosage 1~2 drops, 4~5 times a day

Composition Aminocaproic acid -------------------------- 1%
Neostigmine methylsulfate --------- 0.002%
Naphazoline HCI ----------------------- 0.002%
Chlorpheniramine maleate ----------- 0.01%

Indication Dry eye & Redness relief

Shelf life 3 Years

Type Multi-dose

Packing unit 15mL Bottle/Box

Dosage 2~3 drops, 5~6 times a day

Composition Naphazoline HCI --------------------—--- 0.002%
Dipotassium Glycyrrhizinate --------- 0.15%
Sodium Chondroitin Sulfate ----------- 0.2%
Panthenol 0.05%
Cyanocobalamin -----------------------—- 0.01%
Pyridoxine Hydrochloride ------------- 0.05%

Indication Dry eye & Redness relief

Shelf life 3 Years

Type / Packing unit  Mono-dose / 0.8mL/Tube(30Tubes/Box)

Dosage 1~3 drops, 3~6 times a day

Composition Polyvinyl alcohol ---------------emeemeve 1.4%

Indication Dry eye relief

Shelf life 3 Years

Type Multi-dose

Packing unit 10mL Bottle/Box

Dosage 1~2 drops in the affected eye(s) as required
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Ophthalmic

Products

Artificial Tears

Tetzoline

Ocusan

Polykent

Glyprofen

|
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Composition Tetrahydrozoline HCl ------------------ 0.05%

Indication Redness relief

Shelf life 3 Years

Type Multi-dose

Packing unit 15mL Bottle/Box

Dosage 1~2 drops, 2~4 times a day

Composition Tetrahydrozoline HCI ------------------ 0.05%
Polyethylene glycol -----------------------—- 1%

Indication Dry eye & Redness relief

Shelf life 3 Years

Type Multi-dose

Packing unit 15mL Bottle/Box

Dosage 1~2 drops, 2~4 times a day

Composition Polyethylene glycol -------------------—--- 0.4%
Propylene glycol ----------—----------—————- 0.3%

Indication Dry eye relief

Shelf life 2 Years

Type Multi-dose

Packing unit 10mL Bottle/Box, 15mL Bottle/Box

Dosage 1~2 drops, several times a day

Composition Glycerine 0.2%
HPMC 0.2%
Polyethylene glycol ------------------------- 1%

Indication Dry eye relief

Shelf life 2 Years

Type Multi-dose

Packing unit 15mL Bottle/Box

Dosage 1~2 drops several times a day

Dexazoline
]
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Moxista

Artificial Tears /

Composition Tetrahydrozoline HCI ------------------- 0.05%
Zinc sulfate 0.25%

Indication Redness relief

Shelf life 3 Years

Type Multi-dose

Packing unit 15mL Bottle/Box

Dosage 1~2 drops, 4 times a day

Composition Dextran 70 0.1%
Povidone 1%
Polyethylene glycol ------------------------- 1%
Tetrahydrozoline HCI ------------------- 0.05%

Indication Dry eye relief

Shelf life 3 Years

Type Multi-dose

Packing unit 15mL Bottle/Box

Dosage 1~2 drops, 4 times a day

Composition Moxifloxacin 0.5%

Indication Conjunctivitis, Keratitis, Tarsadenitis

Shelf life 2 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1 drop, 3 times a day

Composition Moxifloxacin 0.5%

Indication Conjunctivitis, Keratitis, Tarsadenitis

Shelf life 2 Years

Type Mono-dose

Packing unit 0.4mL/Tube(10Tubes/Box)

Dosage 1 drop, 3 times a day
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Levosta Eye Drops

C.F Eye Drops

Rx  PRESCRIPTION DRUG

CIPROFLOX

Eye drops

Anti-infectives ‘
Ciprofioxacin HCl

|

L A 4
g
£
1

o

A

SCD PRODUCTS LIST 14

Composition Levofloxacin 0.5%
Indication Ophthalmia

Shelf life 3 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1 drop, 3 times a day

Composition Ciprofloxacin 0.3%
Indication Keratohelcosis, Conjunctivitis

Shelf life 2 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1~2 drops every 15 min to 4 hours
Composition Ofloxacin 0.3%
Indication Blepharitis, Hordeolum, Dacryocystitis
Shelf life 3 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1 drop, 3 times a day

Composition Tobramycin 0.3%
Indication Blepharitis, Hordeolum, Dacryocystitis
Shelf life 2 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1~2 drops every 4 hours

Tobaren Eye Drops
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Anti-Allergy

Composition Tobramycin 0.3%
Dexamethasone -------------------------—- 0.1%

Indication Antibacterials & Corticosteroids(Ophthalmia)

Shelf life 2 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1~2 drops at 4~6 hours intervals

Composition Ketotifen 0.05%

Indication Allergic conjunctivitis

Shelf life 2 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1 drop, 2~4 times a day

Composition Olopatadine 0.1%

Indication Allergic conjunctivitis

Shelf life 3 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1 drop, 2 times a day

Composition Olopatadine 0.1%

Indication Allergic conjunctivitis

Shelf life 3 Years

Type Mono-dose

Packing unit 0.3mL/Tube(10Tubes/Box)

Dosage 1 drop, 2 times a day
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Olotenplus Eye Drops
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Anti-Allergy / Anti-Inflammatory

Composition Olopatadine 0.2%
Indication Allergic conjunctivitis

Shelf life 2 Years

Type Multi-dose

Packing unit 3mL Bottle/Box

Dosage 1 drop, once a day

Composition Olopatadine 0.2%
Indication Allergic conjunctivitis

Shelf life 2 Years

Type Mono-dose

Packing unit

0.3mL/Tube(10Tubes/Box)

Dosage 1 drop, once a day

Composition Cromoglycate Na 2%
Indication Keratitis, Conjunctivitis

Shelf life 3 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1~2 drops, 4 times a day

Composition Pranoprofen 0.1%

Indication Symptomatic treatment for extraocular and
cornea inflammation

Shelf life 2 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage

1~2 drops, 4 times a day

Tolon Eve Drops
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Anti-Inflammatory

Composition Fluorometholone ------------------------—- 0.1%

Indication Corticosteroids(Blepharitis, Conjunctivitis,
Keratitis,etc)

Shelf life 3 Years

Type Mono-dose

Packing unit 5mL Bottle/Box

Dosage 1~2 drops, 2~4 times a day

Composition Fluorometholone ------------------------- 0.1%

Indication Corticosteroids(Blepharitis, Conjunctivitis,
Keratitis,etc)

Shelf life 3 Years

Type Mono-dose

Packing unit

0.45mL/Tube(10Tubes/Box)

Dosage 1~2 drops, 2~4 times a day

Composition Fluorometholone --------------------————- 0.1%
Tetrahydrozoline HCI ----------------- 0.025%

Indication Corticosteroids(Blepharitis, Conjunctivitis,
Keratitis,etc)

Shelf life 3 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1 drop, 2~3 times a day

Composition Fluorometholone -------------------------- 0.1%
Tetrahydrozoline HCI ---------------—- 0.025%

Indication Corticosteroids(Blepharitis, Conjunctivitis,
Keratitis,etc)

Shelf life 3 Years

Type Mono-dose

Packing unit

0.45mL/Tube(10Tubes/Box)

Dosage

1 drop, 2~3 times a day
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Ophthalmic

Products Anti-Glaucoma

Combimonin Eye Drops
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Composition Brimonidine tartrate ---------------------- 0.2%
Timolol 0.5%

Indication Glaucoma

Shelf life 18 Months

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1 drop, 2 times a day

Composition Brimonidine tartrate -----------------— 0.15%

Indication Glaucoma

Shelf life 2 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1 drop, 3 times a day

Composition Carteolol HCI 2%

Indication Glaucoma, Ocular hypertension

Shelf life 3 Years

Type Multi-dose

Packing unit 5mL Bottle/Box

Dosage 1 drop, 2 times a day

Composition Dorzolamide 2%
Timolol 0.5%

Indication Glaucoma

Shelf life 2 Years

Type Mono-dose

Packing unit 0.25mL/Tube(60Tubes/Box)

Dosage 1 drop, 2 times a day

> Ophthalmic
Anti-Cataract / Anti Diabetic Retinoisis / Nasal Spray ks
CI Ide Eye DI’OpS Composition lodide K 0.3%
lodide Na 0.3%
Indication Cataract
Shelf life 2 Years
Type Multi-dose
Packing unit 10mL Bottle/Box
Dosage 1 drop, 1~3 times a day
Composition Troxerutin 5%
Indication Adjuvant for retinopathy, Retinal hemorrhage
Shelf life 3 Years
Type Multi-dose
Packing unit 10mL Bottle/Box
Dosage 1 drop, 3 times a day
Narinex Nasal Spray
= Composition Mometasone furoate ----------------—- 0.05%
Indication Allergic rhinitis, Nasal polyp, Acute sinusitis
Shelf life 2 Years
Packing unit 18mL Bottle/Box
Dosage 2 spray into each nostril, once a day
Composition Budesonide 0.1%
Indication Decongestants(Rhinitis)
Shelf life 2 Years
Packing unit 12mL Bottle/Box
Dosage 2 spray into each nostril, 2 times a day
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SamChurDang Pham Co, Lt

Head Office :

351, Hyoryeong-ro, Seocho-gu, Seoul,
Republic of Korea (06643)
Phone +82-2-2046-1100, FAX +82-2-2046-1102

Manufacturing Facilities :

71, Jeyakgongdan 2-gil, Hyangnam-eup, Hwaseong-si,
Gyeonggi-do, Republic of Korea (18622)
Phone +82-31-350-7300, FAX +82-31-353-5672

Web Site : www.scd.co.kr

Business Contact :

Mr.Brian Kim

Phone +82-2-2046-1250, FAX +82-2-2046-1102

E-mail : silluet75@scd.co.kr
silluet75@naver.com
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