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Please read the Instructions for Use carefully, and use the product according to the instruction.

VITAL

Crosslinked Sodium 
Hyaluronate Gel for Injection

INSTRUCTIONS FOR USE

Name
Generic Name: Crosslinked sodium 
hyaluronate gel for injection

Chinese Pronunciation: ZhuShe 
Yong JiaoLiao TouMingZhiSuan Na 
NingJiao

Model: Restylane® Vital
Specification: 1 mL/syringe

Registration Certificate 
Number for Imported 
Medical Device/Technical 
Requirements
国械注进20193130625

Note! Please remember to 
verify product authenticity and 
to enter traceability information 
into the Patient Records (see 
“Product Package and Traceability 
Information” for further details).

Composition
Crosslinked sodium hyaluronate
Include:
Sodium hyaluronate 20 mg/mL
Phosphate buffered saline
Include:
Sodium chloride (NaCl) 9 mg/mL
Potassium dihydrogen
phosphate (KH2PO4) 0.03 mg/mL
Disodium hydrogen phosphate
(Na2HPO4 x 2H2O) 0.14 mg/mL
Water for injection q.s. 1 mL

Description
Restylane Vital contains a sterile, 
transparent and biodegradable 
gel of crosslinked hyaluronic acid 
of non-animal origin. Hyaluronic 
acid is naturally occuring and is an 
important structural element in 
the skin and in subcutaneous and 
connective tissues as well as in 
the synovial tissue and joint fluid. 
Hyaluronic acid is metabolized 
and degraded naturally by the 
body. All raw materials used in the 
manufacturing process are of non-
animal origin.
Restylane Vital is supplied in a 
disposable glass syringe with a 
luer-lock fitting. The contents of 
the syringe are sterile.
The range limits for gel particle 
size for Restylane Vital is between 
0.02 – 0.4 mm for 80% of the total 
volume of gel particles. The gel 
particles are measured as swelled 
gel particles.

Mode of Action
Restylane Vital is injected in the 
skin to improve its appearance 
by increasing the tissue volume. 

The mode of action is based on 
the physical effects of the gel 
when integrated in the skin. The 
effects originate from the ability 
of crosslinked hyaluronic acid to 
bind water. Restylane Vital will 
degrade gradually in the body. 
With degradation the effect will 
disappear. The patients, who want to 
keep the effect can receive follow-
up treatment when the effect 
becomes less visible or disappears. 
In a clinical study conducted in 
China, the effect remained at least 3 
months after the initial injection in 
most patients. These patients were 
injected with Restylane Vital in the 
dorsal hand three times 4 weeks 
apart.

Indications
This product is intended for injection 
in the dorsal hand to improve its 
appearance by increasing the tissue 
volume in patients over the age 
of 18. It should be injected in the 
dermal layer of the skin, preferably 
in the deeper part of dermis.

Note! The injection procedure 
should strictly follow the rules 
of aseptic surgical technique. The 
product should only be used by 
doctors who have appropriate 
training, and experience, and who 
are knowledgeable about the 
anatomy at and around the site of 
injection. Injections of Restylane 
Vital must only be done by plastic 
surgeons, dermatologists and 
cosmetic doctors at hospitals and 
medical plastic surgery institutions 
officially approved by the state 

administrative authorities. These 
institutions include clinics for 
medical cosmetic and plastic 
surgery, medical cosmetic 
outpatient departments and 
plastic surgery departments in 
general hospitals and specialized 
hospitals for medical cosmetic and 
plastic surgery, which must have 
obtained a ”Medical Institution 
Business License”. Doctors of 
those institutions should only 
use Restylane Vital after being 
trained and certified by the after 
sales service agent of the Swedish 
company Q-Med AB, Q-Med 
International Trading (Shanghai) 
Co., Ltd., and/or its appointed 
agents. After obtaining the training 
certificate, the doctors must 
strictly follow the instructions in 
this document (Instructions for 
Use).

Product Package and Trace-
ability Information
The fill volume and number of 
needles in the package are stated 
on the carton of Restylane Vital. The 
package for Restylane Vital with fill 
volume 1 mL/syringe contains one 
glass syringe with 1 mL Restylane 
Vital gel and three needles. The 
needles are 30G x ½″ and sterilized 
by gamma irradiation.

There is a sticker (including 
traceability barcode and security 
code covered by wax like ink) on the 
carton for identification of genuine 
products. The security code will be 
visible after removing the wax like 
ink. Please instruct the patients to 

remove the wax like ink and confirm 
a genuine and authentic product 
via phone 400 650 1053 or on  
www.restylane.com.cn in accordance 
with the instruction on the carton. 
Please give the security code in 
accordance with the instructions given 
over the phone or on the website, 
and fill the number with successful 
identification into the Patient Record 
according to the requirement.

Do not use the product if the 
identification check showed that it 
is not Restylane Vital manufactured 
by Q-Med AB, Sweden. If the 
product is a counterfeit product, 
please immediately contact the 
distributors or Q-Med International 
Trading (Shanghai) Co., Ltd., the 
after sales service agent of the 
Swedish company Q-Med AB.

The syringe filled with Restylane 
Vital gel and the supplied needles 
are packed in a blister. On each 
syringe there is a peel-off label 
marked with “↓↓↓”. Tear off the 
label and attach the wide part 
(including the hologram, lot 
number and identification code) to 
the Patient Records and keep it at 
the clinic to ensure traceability of 
the syringe. 
The narrow 
part of the 
label
 (including the 
identification 
code) must 
be attached 
to the document kept by the 
patients themselves (for further 

details please see the requirement 
in Restylane Vital Patient Consent 
Form).

Please instruct the patients to 
keep the carton of Restylane Vital, 
or to tear off the part containing 
hologram and product lot number 
and keep it in the document kept 
by the patients themselves.

The identification code and lot 
number must be submitted by 
doctors or patients when adverse 
events are reported, in order to 
trace the product used by patients. 

Treatment Procedure
The doctors have to inform the 
patients about the indications, 
expected result and duration of 
effect, contraindications, precautions, 
warnings and potential adverse 
events before treatment. Doctors 
shall also discuss all potential risks 
of soft tissue injection with their 
patients prior to treatment and 
ensure that patients are aware of 
signs and symptoms of potential 
complications.

- Before the treatment, the 
patient’s suitability for the 
treatment and the need for pain 
relief should be assessed. For 
optimal patient comfort, topical 
anaesthesia is recommended.

- The gel should be evenly 
distributed in the areas where 
treatment is needed.

- Restylane Vital is administered 
using a thin gauge needle  
(30G x ½”) by injecting the 

material into the dermal layer of 
the skin, preferably in the deeper 
part of dermis. The injection 
technique and the administered 
quantity may vary. The multi 
puncture technique or short 
linear technique can be used. 
The treatment volume for each 
treatment should be adjusted 
depending on the subject’s need. A 
too large volume or too superficial 
injection may give bumps on the 
treatment site.

- Injection procedures are 
associated with a risk of infection. 
Aseptic technique and standard 
practice to prevent cross-
infections are to be observed.

- Clean the treatment site 
thoroughly with a suitable 
antiseptic solution.

- To avoid breakage, do not 
attempt to bend or otherwise 
manipulate the needle before 
or during treatment.

- Before injecting, remove the air 
by pressing the rod carefully 
until a small droplet is visible at 
the tip of the needle.

- When using the multi puncture 
technique, it is recommended 
to inject approximately 20 μL 
per injection, 0.5 - 1 cm apart.

- Do not apply excessive pressure 
to the syringe at any time. 
Presence of scar tissue may 
impede advancement of the 
needle. If resistance is encountered 
the needle should be partially 
withdrawn and repositioned or 
fully withdrawn and checked for 
function.

- If the overlying skin turns a whitish 

colour (blanching), the injection 
should be stopped immediately 
and the area massaged until 
it returns to a normal colour. 
Blanching may represent a vessel 
occlusion. If normal skin coloring 
does not return, do not continue 
with the injection.

- Treated areas can be gently 
massaged immediately after the 
injection if any irregularities are 
noted.

- Ice in appropriate packaging can 
be applied on the treatment site 
for a short period to reduce 
swelling and discomfort. This 
can be repeated if swelling and 
discomfort persist. Because 
prolonged exposure to cold 
temperature at or below 4oC 
can lead to cold injury similar 
to frostbite, use of ice compress 
should be kept to as short a 
time as possible.

A treatment plan for this product 
with three treatments 4 weeks 
apart is recommended. It is 
recommended not to use more 
than 1 mL for each hand and 
treatment. A follow up treatment 
can be performed when the effect 
becomes less visible or disappears.

Note! The correct injection 
technique is important for the 
final result of the treatment. 
Please consult Q-Med International 
Trading (Shanghai) Co., Ltd., the 
after sales service agent of the 
Swedish company Q-Med AB, for 
more details about techniques and 
training opportunities.

The syringe, the needle and any 
gel that is unused and left in 
the syringe must be discarded 
immediately after the treatment 
session and must not be reused 
due to risk for contamination 
of the unused material and 
the associated risks including 
infections. Disposal should be in 
accordance with accepted medical 
practice and applicable national, 
local or institutional guidelines.

 STERILE NEEDLE
• Follow national, local or 
institutional guidelines for use 
and disposal of medical sharp 
devices. Obtain prompt medical 
attention if injury occurs.

• To help avoid needle breakage, 
do not attempt to straighten 
a bent needle. Discard it and 
complete the procedure with a 
replacement needle.

• Do not reshield used needles. 
Recapping by hand is a hazardous 
practice and should be avoided.

• Discard unshielded needles in 
approved sharps collectors.

Contraindications
1. Patients with severe allergies 

manifested by a history of 
anaphylaxis, or history or presence 
of multiple severe allergies.

2. Patients with a history of 
hypersensitivity to streptococcal 
proteins, as the product may 
contain trace amounts of such 
material.

3. Restylane Vital should not be 
used in the following situations:

 - Permanent implant or implant 
other than hyaluronic acid in 

the same area
 - If no information is available 

on the type of implant
4. Patients with bleeding disorders 

or patients who are taking 
thrombolytics or anticoagulants.

5. Patients with active disease, 
such as inflammation, infection 
or tumours, in or near the 
intended treatment site.

Warnings
1. Restylane Vital is only intended 

for use as an intradermal implant. 
The product should not be used 
for breast site injections.

2. Do not inject intramuscularly 
or intravascularly.

3. Unintentional intravascular in-
jection may lead to emboliza-
tion, thrombosis, occlusion of 
the vessels, ischemia, necrosis 
or infarction at the implant site 
or in the area supplied by the 
blood vessels affected. Stop the 
injection immediately if blanching 
occurs or if a patient complains 
of unusual pain or exhibits any 
symptoms suggestive of inadver-
tent intravascular injection. Such 
patients should receive prompt 
medical evaluation and attention. 

4. Special care should be taken to 
avoid injection into tendons in the 
hand as it may weaken tendons 
and cause tendon rupture.

5. Restylane Vital should not be 
mixed with other products 
before implantation of the device.

6. Restylane Vital is for single use only.
7. Do not resterilize Restylane Vital.
8. Do not use if package is 

damaged or if expiry date or lot 
number is missing or illegible.

Precautions
1. Normal precautions associated 

with intradermal injections 
must be observed. Like any such 
procedure, the implantation 
of Restylane Vital is associated 
with an inherent risk of infection. 
The injection procedure should 
strictly follow the rules of 
aseptic surgical technique.

2 Use with caution in patients 
who are immunosuppressed.

3. Use with caution in patients 
with risk factors for developing 
hand skin irritation.

4. Localized ischemia/necrosis 
and scarring may occur after 
injection in or near vessels. 
Special caution should be taken 
if the patient has undergone a 
prior surgical procedure in the 
planned treatment area.

5. Use of Restylane Vital in dorsal 
hand in patients with disease, 
injuries or disabilities of the hand 
has not been studied. Care should 
be used in treating patients with 
autoimmune disease affecting the 
hand, hand implants, Dupuytren's 
contracture, history of hand 
tumour, vascular malformations, 
Raynaud’s disease and patients at 
risk for tendon rupture.

6. Special caution should be 
exercised when treating areas 
in close proximity to permanent 
implant.

7. Special caution is required to 
avoid perforation or compression 
of vessels, nerves and other 
vulnerable structures. In order 
to minimize the risks of potential 
complications, inject the product 
slowly and apply the least amount 

of pressure necessary.
8. Patients who are using 

substances that may affect 
platelet function, such as 
aspirin and non-steroidal anti-
inflammatory drugs may, as 
with any injection, experience 
increased bruising or bleeding 
at injection sites.

9. Injection procedures can lead 
to reactivation of latent or 
subclinical herpes viral infections.

10.If the product is injected too 
superficially this may result 
in visible lumps and/or bluish 
discoloration.

11.Restylane Vital should not 
be used for patients with 
unattainable expectations.

12.If laser treatment, chemical 
peeling or any other procedure 
based on active dermal response 
is considered after treatment 
with Restylane Vital, there is a 
theoretical risk of eliciting an 
inflammatory reaction at the 
implant site. This also applies if 
Restylane Vital is administered 
before the skin has healed 
completely after such a 
procedure. It is recommended 
that a period of 2 to 4 weeks 
elapses before applying different 
treatment modalities or until the 
skin has healed completely.

13.The patient should be 
informed that he or she 
should not expose the treated 
area to intense heat (e.g. UV-
lamp, sauna or excessive sun 
exposure), extreme cold, skin 
massage of the treatment area 
at least until the initial swelling 
and redness have resolved.

14.Restylane Vital has not been tested 
in pregnant or breastfeeding 
women or in children.

15.Please keep the traceability 
information and instruct the 
patients to identify genuine 
products.

Interactions
Treatment with Restylane Vital in 
combination with drugs or other 
medical devices, except for other 
Restylane products, has not been 
tested.

Adverse events
Adverse events from clinical 
study in China
In a clinical study evaluating safety 
and efficacy of Restylane Vital for 
injection in the dorsal hands in a 
Chinese population the majority of 
the subjects reported anticipated 
injection-related reactions after the 
treatments. The most commonly 
reported injection-related reactions 
after the treatments were redness, 
bruising and, swelling. The majority of 
symptoms were mild in severity and 
most symptoms had onset within 
1-2 days after injection. Median 
duration of symptoms was 2-4 days. 
There was no increase in frequency, 
severity, or duration of injection-
related reactions after repeated 
treatments in the same hand or 
treatment of the contralateral hand.

The majority of related adverse 
events (AEs) were mild or 
moderate in intensity and occurred 
after the third treatment. A few 
of the subjects reported AEs with 
delayed onset (>21 days after last 

treatment) including symptoms 
of injection/ implant site pruritus, 
injection site swelling, injection site 
pain, injection site discoloration, 
implant site erythema, rash, 
folliculitis, and injection site nodule. 
All AEs with delayed onset were 
resolved at study completion 
for the respective subject. It was 
assessed that the reported AEs with 
delayed onset might be perceived 
as inflammatory reactions. Several 
of these subjects had occupational 
risk factors for developing hand 
skin irritation which might have 
contributed to the reactions. There 
were no serious or unexpected 
events reported related to the study 
product or injection procedure.

Anticipated injection-related 
reactions
After the injection of Restylane 
Vital, short lived injection-related 
reactions are to be expected. 
These reactions include one or 
more of the following: erythema, 
swelling, pain, itching, bruising or 
tenderness at the implant site. 
Typically these reactions start 
on the day of treatment, last 
between 3 to 7 days and resolve 
spontaneously.

Post marketing adverse event 
reporting
Worldwide post-marketing 
surveillance for the use of 
Restylane Vital or Restylane 
Vital Lidocaine for injection in 
hand included mostly reports of 
swelling/oedema with immediate 
or delayed onset, up to several 
months after treatment. The 

following events were also 
reported in descending order 
of frequency: erythema, pain/
tenderness, papules/nodules, 
pruritus, inflammation, injection 
site reactions, mass/induration, 
granuloma/foreign body reaction, 
infection/abscess, dermatitis, 
discolouration, hypersensitivity, 
device ineffective, device 
dislocation, neurological symptoms 
such as paraesthesia, scar, urticaria 
and non-dermatological events 
such as pyrexia, impaired work 
ability, influenza like symptoms 
and arthralgia.

Vascular compromise may 
occur due to an unintentional 
intravascular injection or as a 
result of vascular compression 
associated with implantation 
of any injectable products. 
This may manifest as blanching, 
discoloration such as a dusky or 
reticular appearance of the tissue, 
necrosis, scarring or ulceration 
at the implant site or in the area 
supplied by the blood vessels 
affected; or rarely as ischemic 
events in other organs due to 
embolisation. Rare but serious 
cases of ischemic events associated 
with temporary or permanent 
vision impairment, blindness, 
cerebral ischemia or stroke have 
been reported following facial 
aesthetic treatments.

As for injectable dermal filler, 
symptoms of inflammation at 
the implant site commencing 
either shortly after injection 
or after a delay of up to several 

weeks have been reported. In 
case of unexplained inflammatory 
reactions infections should be 
excluded and treated if necessary 
since inadequately treated 
infections may progress into 
complications such as abscess 
formation. Treatment using only 
oral corticosteroids without 
concurrent antibiotic treatment is 
not recommended.

The prolonged use of any 
medication, e.g., corticosteroids or 
antibiotics in treatment of adverse 
events has to be carefully assessed, 
since this may carry a risk for the 
patient. In case of persistent or 
recurrent inflammatory symptoms, 
consider removal of the product 
by aspiration/drainage, extrusion 
or enzymatic degradation (use of 
hyaluronidase has been described in 
scientific publications). Before any 
removal procedure is performed, 
the swelling may be reduced by 
using, e.g., NSAID for 2-7 days or 
a short course of corticosteroids 
for less than 7 days, in order to 
more easily palpate any remaining 
product.

For patients who have experienced 
clinically significant reactions, a 
decision for retreatment should 
take into consideration the cause 
and significance of previous 
reactions.

Adverse event must be reported 
to Q-Med International Trading 
(Shanghai) Co., Ltd., the after 
sales service agent of the Swedish 
company Q-Med AB.

Storage
Store up to 25° C. Protect from 
freezing and sunlight.
Date of manufacture
The date of manufacture is 
indicated on package.

Shelf life
The shelf life of the product 
is 36 months from the date of 
manufacture. The expiry date is 
indicated on package.

Manufacturer/Applicant
Name:
Q-Med AB

Registration address:
Seminariegatan 21
752 28 Uppsala
Sweden

Manufacturing address:
Seminariegatan 21
752 28 Uppsala
Sweden
Seminariegatan 31
752 28 Uppsala
Sweden

Phone: +46 18 474 90 00
Fax: +46 18 474 90 01

Legal Agent/After Sales Service 
Agent
Name:
Q-Med International Trading 
(Shanghai) Co., Ltd.

Address: 
Room 2017, No.1 Ji Long Road, 
Thomson International Trade 
Building,  Free Trade Zone, 200131, 
Shanghai, China

Phone: 021-58690300
Fax: 021-58690300

Others
For more information about the 
product, please consult Q-Med 
International Trading (Shanghai) 
Co., Ltd., the after sales service 
agent of the Swedish company 
Q-Med AB, or visit the website 
below:
www.restylane.com.cn

Restylane, 瑞蓝, NASHA and 
Galderma are registered trademarks.

Note! The product Restylane 
Vital to be sold in China must be 
specially packed by the Swedish 
company Q-Med AB according 
to the requirement of China 
Food and Drug Administration, 
P.R.China. Restylane Vital must 
only be purchased through the 
sales channels of the Swedish 
company Q-Med AB.

Assembly of Needle to Syringe
For safe use of Restylane Vital it is important that the needle is properly assembled to the syringe. Improper 
assembly may result in separation of the needle and syringe during injection. 
Suitable disposable sterile 30G needles are provided. 
Hold firmly around the syringe barrel with the thumb and forefinger. Grasp the needle shield (or hub if using 
cannula) with the other hand. To facilitate proper fastening both push and rotate them firmly together.

Symbols on Package

Lot Number

Use by

Date of manufacture

STERILESTERILE
Sterile. The contents of the syringe have been sterilized by 
using moist heat.

Manufacturer

25°C

0°C
Temperature limit

Caution,see instructions for use.

Keep away from sunlight.

STERILESTERILE RR Sterile. The needles have been sterilized by using gamma 
irradiation.

Do not re-use

First issue date: January 2020
Revision date: -


	Restylane Vital IFU China AW 90-13910-01_Chinese text_2020-02-06_new barcode
	Restylane Vital IFU China AW 90-13910-01_English text_2020-01-16

