s REJURAN

| E3Q=7|7] | MABZEA| | LsI8 | 3{7HHE 1 A5 14-825% |

HIEY: 2|F2 (Rejuran), 2|75 010 (Rejuran i), 2|52t 0l A (Rejuran's)
- Y : 2|F2H(Rejuran), 2|52 O10| (Rejuran i), 2|72t 0fl A (Rejuran s), M2-001, M2-002, M2-003
ERY 2R E

AHB 2 : 40l0] 91B1E 222 UNHO B HAI5H| SIeH AL
Argu

7t AR M ZH|AFSE
1) Arg 20l 22| £ 0175 EtRl5ta, £440] U= B2 ALESHA| YELCh
2) 2HEO| ALE7|BHS BHRI5HLL, A7 |ZH0| At 2 AFBSHA| QS LICE
3) QA7 OH ARHO] AFBSHALE F ELICt.
4) Y A0f| 2 F2 H20| FHAIR.

5) Al E| 20| 212 430 B4H0|02, 2 A0l L) 553 A AR SH=S BILICE
6) 2|2 200l EOIA B2 HSF, 371, HHEHA Y B0 el 42| AL,
L. 22

1) FAPI7HS0! s ZYS LI,
2) FA7| 0 2245| HAEILICL
3) FAI0| HBE FAAS ZB15 3, A MBS £AS 4BO= FopwLick
4) 3 0l 3 H9i2 HAs| ¢E%+L|:+.
5) FUS AAT| IOl 2 ZQUsHs Y2 283t Helol ufet CHELICH
6) FAH0| 2 Soi7Hx| 94 z,wz i muw CIE 290 HESHIALL.
7) UgEs Fst 5 12
CF ARG B0 23! 2ie| iy
1) 18] A0 S5}, HALsHAHS o ElLic.
2) HER3H0! ABSHA| 4BLICE
3) AHO| Lt FAP |2 AR Q|2 U2 AT Wb T [A4 BHLIC
MBI FOINE

=2 I'IJN‘

r-|_|I
I
m
H-|
]
>
nH>
ru||u
E
p=)
0
il
_l:‘_

1.871
1) MES7tEIR] 9= 22 RS LALEL 2(20) 22|12 X 2E W2 22I0= AHSHA| o4=L.
2) NSAIDs, SHAAIA), -S4, HAAHHSS F0f P U= BHat
3) YAl Zeh ATHHA RS, A2T0|EY ]0t5Y E2], OslersUi2fH 2t
4) ZRHLHO|| FASIR| eF=Lk

5) TCHABHA] o4t
6) AZ0| FHYL (B2 22 QEICLIES) of chsto] T4IZ0| U= 2t
7) il 2p8
8) 2 HES 4010 oloie 222 ANHOZ JHish7| SIsH ALBSHE AIZO2, DRI AR S SAIBIC,
9) BEOILH 2% 5 A4 IJR0] AL 24
2.40
1) AL 20l 30| &4 0185 HOI5tn, £40| U= Z AHBSHA| 4Lt
2) 10| AHB7|3HS EIQIHR, ALY I7I0| Al 22 AHBBHA| 4L,
3) AAKGBHA| o4t
4) HEFSI0] AFBSHA| BH=CH,
5) AHB3HAIS2 R0l nfet T |23t

3538

OJAH= 0] 2|27|7|2] Abat 2HASHO] SHAO|AH| LR 4= Q= S37| F2H80f| CHoH ZEA0f| A SA|A|7{0F S
1) FY Sl g2 7IotH FS (L2, 23, 80| 712420|LH SSTH & LEHE 4= UL 0[2f3 EHE2 13U Y& A& 2 4= Qlrt
2) 3 B9l 2 £ F5) T Helol Y, 2= Fap ZEO| LKL 4 ULt
3) 1L 0| HSO| ALK 27 S7 (212 CHE F21B0| LlisHH 7RSSt LI45| QJAle| 1ZHS TS SR SAIAIZICE QA= A E5t 2| 2 5 HASHOFBHCt.
4) LA SF 00| CHE F2H82 A 2 ALt EOHH|of] 50 St
4. Uk FolARgt
1) AR 12M2 52t 51 11, 25 SOPEHYS, Uvad, 29| £= & (kY & S)0l 37| =ZS TfshoF St
2) 2 HZe| Alz0il thsh S22t 22 1%“.‘:*% QATHAlE EMOFC.LFEP.
A QI}\I—zFXiOII}IIEHIE I’%*"—Z“, TIAKRS, AAA 2220 s 2=5| HFsHoFict
4) A A B HEH7HEYEIR] 4%
5) A 2tedel fa2712t2 RIS,
6) R4 (0] 223 22 DIA 7+ AdiE 7H5-H0| Q= FR0fIM Ar8 2 TIBICE
7) 28 & HSO| HO{=|ALESHZE [ 7HR| AHSHA| ZOLOF S
8) OIAEH:H ()" I:H [»0|’7(~|A‘| Oﬁg

FIJ|0
@
N
-I)l

<

ol 2 steisiof 4 et
9) I 10| ST B0 L3t FAHE HAIHO| LS 4 9Uc,
10) 2ZO|S T, TMAZZ, | SAHE0 Z4-40] Y= B0 TSt 2442 SIRIEI0] YR 4Tk

UYATE S310] Boi2l 712H0]210] 37 |2H AR Tt oFid, REd2 =l &

>
5.0
30
o

AR5 A2 U2 RE] 2470
HP = A A2 (1~30°C), A2 23
- 32 e BACHQ| : 2|F2(Rejuran, M2-001) : 2 syringe/box
752t 010] (Rejuran i, M2-002), 2|52t 0fl A (Rejuran s, M2-003) : 1 syringe/box
HZYAL: @OHORRIA R, RS EAR| = ZEA| 2R 2 77-19 (CMS)
AT 1 031-8039-1500
28 B 2 FolA 1 50|27 |7|QFME H @, 080-080-4183
HREMO| YA 12024 12

() PharmaResearch

DB0229(02)






s REJURAN

Thailand
1. Product name

REJURAN, REJURAN i, REJURAN s
Injectable Dermal Filler

2. Model name
REJURAN-001, REJURAN i-002, REJURAN s-003

3. Intended purpose

REJURAN-001, REJURAN i-002 and REJURAN s-003 are the injectable gel which are intended for injection into the mid to deep dermis to
promote tissue restoration and reconstruction, and improvement of physical appearance. Itis highly versatile and easy to handle and can be
used on areas of the skin: face (especially around the eyes, perioral area), neck, Décolleté, hands, and other areas. Only physician is allowed to
use these medical device.

REJURAN-001, REJURAN i-002 and REJURAN s-003 are prohibited to child, adolescent, pregnant and lactating women.

4. Instruction for Use
1) Preparation before use
1) Do not use if package is opened or damaged.
2) Check the expiration date printed on the package prior to use and do not use the expired product.
3) Only physicians are allowed to use this medical device.
4) Keep at room temperature before use
5) Since administration technique is essential for the good result, skilled physicians must perform this treatment.
6) Prior to treatment, the patients should be fully informed of indications, contraindications, precautions, and adverse reactions.
Instruction for use
1) Open the pouch and take out the syringe.
2) Remove the cap slowly from the syringe
3) The syringe can then be twisted onto the Luer-lock fitting of the needle. The needle must be tightened securely to the syringe and primed with
he product.
(4) Pull the needle cap to opposite direction to be removed.
(5) Prior to injection, ensure the disinfection of the application area.
(6) Inject slowly the injectable solution into dermis, the injection volume can be varied depending on the application area.
(7) If needling is difficult, do not increase the pressure on the plunger rod, instead, apply into another site.
(8) After treatment, massage skin to spread evenly.
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1) Single use only. Do not reuse.
2) The product is for single use, do not re-sterilize.
3) Dispose the syringe and needle according to relative regulation for medical waste.

5. Precaution
1) Contraindication
(1) As with all transcutaneous procedures, the injectable product carries a risk of infection. Standard precautions to minimize infections associated
with intradermal injectable materials should be followed.
(2) In order to minimize the risks of potential complications, this product should only be used by health care practitioners who have appropriate
training, experience, and who are knowledgeable about the anatomy at and around the site of injection.
(3) Do not apply to the sites injected with un-absorbable filler or recently treated with other fillers.
4) Patients taking NSAIDs, platelet aggregation inhibitors, anticoagulants and immunosuppressant.
5) Patients with allergic disease, autoimmune disease, sarcoidosic granulomatous pathology and Osler's endocarditis.
6) Must not be implanted into blood vessels.
7) Do not overuse.
8) Patients with hypersensitivity to product ingredient (Sodium Polynucleotide).
9) Pregnant and lactating women.
10) Child and adolescent.
11) Do not use on specific sites of skin, which is damaged by inflammation or infection.
Warning
1) Do not use if package is opened or damaged. Once the product has been opened, the sterility is not guaranteed which could cause infection.
2) Check the expiration date printed on the package prior to use and do not use the expired products.
3) Do not reuse. Reuse of such a device would present a risk to the public health.
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4) The product is for single use, do not re-sterilize.

5) Itis prohibited for half use and another injection at separate set. The sterility is not guaranteed which could cause infection.

6) Dispose according to relative regulation.

Adverse events

1) Patients should be fully informed by a physician about mid-long term adverse events could be occurred.

2) When the pressure is applied to the injection site, inflammation (erythema, edema) with itching or pain can be appeared. And this reaction may
continue for a week.
(3) Nodules or sclerosis and discoloration of injection site and deficiency of treatment effect may occur.
(4) Patients should take immediate checkup with physicians if inflammation is prolonged more than one week and unknown adverse events
appears. In this case, the physicians should give optimized treatment to patients.
(5) In case of unknown adverse events, must be reported to the manufacturer or supplier.

4) General Precaution
(1) Patients should avoid make-up for 12 hours after injection and sun, UV ray, coldness and heat exposure (sauna, evaporation room etc.) for 2
weeks.

2) This product should be performed by fully trained physicians.

3) Prior to treatment, patients should be fully informed of indications, contraindications, precautions, and adverse events by physician.

4) Before use, the sterilization condition must be checked.

5) Before use, the expiration date labeled on the product must be checked.
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6) Should avoid implanting into the blood vessel which could cause infarction(tissue necrosis).
The product must not be used until the infection and infarction(tissue necrosis) is controlled or settled.
) The safety and efficacy for lip augmentation have not been established.
) Injection on patient with a history of herpetic rash can cause recurrent herpetic dermatitis.
0) The safety and efficacy for patient who are sensitive in keloid formation, hyperpigmentation, hypertrophic scar have not been established.
1) After use, syringes and needles should be handled as potential biohazards. Disposal should be in accordance with accepted medical practice
and applicable local, state and federal requirements.
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The safety and efficacy of long term use are not ensured beside the period, which is proofed through clinical studies.

6. Storage Condition
Store at room temperature (1~30°C), protect from sunlight

7. Shelf Life
24 months

8. Packing unit

REJURAN-001: 2 ml 1 syringe + 2 needles (33G)/1 blister, 2 blisters/box
REJURAN i-002: 1 ml 1 syringe + 1 needle (34G)/1 blister, 1 blister/box
REJURAN s-003: 1 ml 1 syringe + 1 needle (30G)/1 blister, 1 blister/box
CE certified needles are used (CE0068)
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SYMBOL
No. Symbol Title
1 LOT Batch code
2 Use by
Manufacturer

® K &

4 Do not re-use
e
5 TéLT Keep away from sunlight

Do not use if package is damaged

@

Temperature limitation

~

8 STERILE “ Sterile using steam or dry heat
Consult instructions for use

Do not resterilize

@8

11 Caution, consult accompanying documents
12 Fragile
13 [STERILE[EQ] Sterilized using ethylene oxide (Only needle)
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