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Instructions for use

Content
A sterile single-use syringe with sodium hyaluronate solution and 
single-use needle. Secure attachment of the needle to the syringe is 
assured by the Luer-Lock fitting on the tip of thesyringe.

Composition
Each ml contains:
Sodium hyaluronate
Sodium chloride (NaCl)
Disodium hydrogenphosphate (Na2HPO4 · 12H2O)
Sodium dihydrogenphosphate (NaH2PO4 · H2O) 
Water for injection

Specification
20 mg/ml
1.0ml

Description
The product is a purified viscous and transparent gel; it is a single-use 
product. This product is a unique stabilized sodium hyaluronic acid of 
non-animal origin.

Sodium hyaluronic acid is a natural polysaccharide present in the skin, 
in the subcutaneous and the connective tissues acting as an important 
structuring element, and equally in the synovial tissue and synovial 
fluid. Sodium hyaluronic acid is one of the few substances having an 
identical form in all living organisms.

The average particle size distribution of gel of MOLDERM CLASSIC is in 
the range of 150-280 μm.

MOLDERM CLASSIC is supplied with a 27G×1/2” needle or 29G×1/2” 
needle, it depends on the users’ needs.

Mode of action
MOLDERM CLASSIC takes cross-linked sodium hyaluronate gel as the 
main component. As a kind of soft tissue restorative agent and filler, 
in surgery, it is chiefly used in injection into the dermis of the face and 
superficial layer of the subcutaneous tissue to remove facial wrinkles, 
adjust folds, and plays an important role in the treatment of eyelid 
malpositioning.

High purity sodium hyaluronate cross-linked derivative is a colorless 
transparent gel. Its long-chain molecules cross-link and form a coiled 
3-D hydrophilic matrix network configuration which allows nutrition, 
oxygen, and hormone to go through freely, to protect regular physiolo-
gical functions of the tissue.

Most of the cross-linked hyaluronic acids will be degraded and absor-
bed by the human body in the end. However, the degradation speed is 
far slower than that of non-cross-linked hyaluronic acids. Finally, they 
will metabolize into CO2 and H2O in livers and be excreted out of the 
body in urine.

Sterilization
MOLDERM CLASSIC is sterilized by moist heat. The needle is sterilized 
by using irradiation or ethylene oxide.

Intended Use
MOLDERM CLASSIC is chiefly used in injections into the dermis to 
remove facial wrinkles and adjust folds. The product can be used for lip 
treatment and eyelid malpositioning.

Intended users
The product shall be used by a professional physician, plastic surgeon, 
or authorized practitioner who has received the certificate of professi-
onal training.

Warning
MOLDERM CLASSIC is to be used only by intradermal or subcutaneous. 
Do not re-sterilize. The re-sterilization will result in decreased perfor-
mance and safety. Do not mix with other products.

Do not inject intravascularly. There is a potential risk with the procedure 
that the material could be inadvertently injected into blood vessels. 
This may rarely lead to vascular occlusion with transient impairment of 
vision, transient ischemia, or even necrosis.

Repeated reuse is forbidden. This product is sterile injectable products; 
the reuse will increase the hazard of bacterial contamination and 
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cross-infection risks.

Do not use it if the package is damaged. It is intended for immediate 
use after the package is opened.

The product is a disposable sterile product. Used syringes, needles, and 
residual gel should be disposed of as medical waste.

Contraindications
The use is forbidden on pregnant women and on women who are 
breastfeeding.

The use is forbidden on those with a record of a severe allergic reaction 
(drug allergy or protein allergy).

The use is forbidden on those allergic to gram-positive mycoprotein.

It cannot be used in the part where it has been injected with perma-
nent filler.

It cannot be used in the part which has been injected with resorbable 
fillers 6~12 months before.

The use is forbidden on patients with clotting mechanism abnormity 
and patients who have received treatments using thrombolytic agent, 
anticoagulant, or PLT coagulation inhibitor within 2 weeks.

It cannot be used in a part with an active skin disease, inflammation, 
infection, or other diseases also in the nearby parts.

Precautions
Normal precaution measures associated with intradermic injections 
must be observed. As with any other procedure of this kind, implants 
are associated with the risk of infection.

The product must not be used close or in anatomic locations where 
there are active pathologies of the skin, inflammations, or related con-
ditions. Do not use this product in association with any other injectable 
implant.

The product must not be injected in areas where a permanent implant 
is inserted or in patients having unreal expectations.

Patients must be informed that they must not expose the treated 
region to intense heat (as sunbathing) or extreme cold, at least until the 
initial light edema and/or erythema disappear.

There is a potential risk of accidental injection of materials in blood 
vessels of the dermis which might generate vascular occlusion in a 
terminal artery, with the correspondent consequences.

There are no reported cases of this occurrence with this product. 

This product needs no skin test and can be used for direct injection.

The injection site should be cleaned and sterilized before the injection 
of this product.

Don’t use this product, if the injection site has a skin disease in place or 
is receiving other related treatment.

During the injection process, the principle of aseptic operation of surgi-
cal treatment must strictly be abided.

For patients taking a drug that affects the platelet function (e.g., aspirin 
and non-steroidal anti-inflammatory drugs), injection operation may 
cause injection site bruise or bleeding reaction, so such patients may 
suffer injection site bruise or bleeding reaction when injecting this 
product.
This product should never be used together with other injections.

When this product is used to correct skin pitting, if the pitted skin can 
be stretched to the normal position, it can achieve a good treatment ef-
fect. Defective parts which have hardened prominently may be difficult 
to correct. The treatment effect and lasting time are associated with 
the following factors: the characteristics of the defective part, the tissue 
tension of the filled part, the injected tissue layer, injection technique, 
and the maintenance of effect fixed period.

After treatment with this product, theoretically, there is the risk of an 
inflammatory reaction at the injection site if laser treatment, chemical 
peeling, or other similar treatment that may cause a dermal reaction is 
immediately received. Similarly, if the skin hasn’t healed after the above 



treatment and receives treatment of this product, there is also such 
potential risk. The patient is suggested not to receive treatment with 
this product 2 to 4 weeks before receiving the above treatment. 

Patients who have received the above treatment should only receive 
injection therapy of this product after the skin is completely healed.

A bent needle caused by improper operation should be replaced. Using 
other types of specifications of needles other than the enclosed confi-
guration may increase pain or bring other aspects of risks to patients.

Apply a cold compress to the injection site immediately after operation 
to improve local swelling, pain, and other symptoms.

If the treated part is not sufficiently corrected, the injection times may 
be increased after the effect of the first treatment is stable; in case of a 
slight overcorrection, there is no need to take any actions, because the 
effect will tend to be ideal as the time goes on; in case of serious over-
correction, hyaluronidase preparation can be injected in the treated 
part to speed up the degradation of the product.

The safety of the product for pregnant women, lactating women, and 
children hasn’t been tested. Please guide the patient in checking the 
product’s authenticity and saving the product’s tracking information.

This product shall be strictly used according to the requirements of 
the product usage instructions and the directions of personnel who 
have the relevant qualification of a professional physician in a medical 
institution formally approved by the state and that have received pro-
fessional training from the manufacturer or its authorized/ designated 
institution and have received the certificate of professional training.

Foreseeable collateral effects
Following this product injection, some common reactions to injections 
may occur. These include erythema, swelling, pain, itching, discolo-
ration, or sensibility at the spot. The typical healing is spontaneous, 
occurring one or two days after the injection is performed into the skin, 
and within a week if performed into the lips.

The composition of this product is to equilibrate the normal pressure of 
the tissues. However, as the pressure of the tissues is sometimes altered 
upwards, as in the case of edemas, or downwards, as in dehydration, a 
small but significant modification may occur (swelling or wrinkling).

Adverse reactions
These were swelling and hardening at the implant spot, sometimes 
with edemas at the adjacent tissues, sometimes, erythemas, sensitivity, 
and more rarely, acne papulae, may occur. These reactions may start 
right after the injection or after 2~4 weeks, it has been described as 
benign to moderate, and spontaneously healing within 2 weeks. In 
more serious cases, a short oral administration of steroids can be help-
ful. Patients who have presented these kinds of reactions must not be 
treated again with this product.

There is the potential risk that the product may be injected inadver-
tently into the dermis blood vessels, which might cause occlusion of 
the final arteries, with the surge of characteristic consequences. No 
cases have been reported with this product.

Any adverse occurrence must be informed to Molderm Aesthetics or 
directly to INNATE.

Potential Adverse Events
There are the following reports about similar products on the market:

1. It is reported that the incidence rate of redness, swelling, tender-
ness, pain, and induration, etc., at the injection site after using such 
product is less than 0.005% (1:20,000). These reactions may appear 
within a short time after injection or delayed to 2-4 weeks after 
injection. If the above reactions are mild to moderate, it is self-limited, 
with an average duration of 2 weeks. Patients with obvious reactions 
possibly suffer from an infection. Taking antibiotics or short-term oral 
corticosteroid drugs can effectively improve the above symptoms. 
Patients with a history of similar reactions should not be treated with 
this product again.

2. The following adverse events may occur after an individual patient 
uses such a product:

(1) Pigmentation at the injection spot, possibly because hemoglo-
bin deposits at the injection site after bleeding. Such reactions 
usually occur after reinjection, with an incidence rate of less than 
1: 100,000.



(2) Individual patients may suffer from injection site necrosis, pos-
sibly because the product was accidentally injected into a blood 
vessel. Necrotic tissues in reported cases are very superficial and all 
patients have been completely cured without any facial defect left, 
with an incidence rate less than 1: 100,000.
(3) There are also reports of cases with patients suffering from 
facial edema or urticaria but it cannot be determined whether 
such symptoms are caused by the injection of such product or by 
any drug taken by the patient for some potential disease, with an 
incidence rate less than 1: 100,000.
(4) Living tissue that is found with granuloma formed at the 
injection site can be cured by orally taking corticosteroid drugs 
for several weeks to several months, with an incidence rate of less 
than 1: 300,000.

3. The right eye of one patient who received an upper facial injection 
of such a product suffered from temporary blindness. Only one out 
of more than nine million patients treated with such a product expe-
rienced this phenomenon. The incident may have been caused by an 
injection of such a product into retinal blood vessels around the eyes. 
The patient’s vision was however completely restored.

4. A clinical study found that patients with darker skin tone (Fitzpa-
trick skin type IV-VI) tend to have pigmentation after the injection; 
such inflammatory pigmentation usually will be eased within 3 
months.

5. No serious adverse event is found with patients in completed 
clinical trials of such product.

Interactions
The product combined with other medicines and devices has not yet 
been tested.

Shelf life and Storage
As indicated on the package: Do not use after the expiry date.
Store at a temperature of 5-30 °C Do not freeze. Avoid direct sunlight. 
Store for a maximum of two years.

Assembly of the needle
For safe and uncomplicated use of this product, it is important to fit in 
the needle correctly.

a) Carefully unscrew the syringe needle cap.
b) Carefully hold the needle sheath by its narrowest part and fit in 
the needle screwing it into the Luer-Lock until you start feeling some 
counter-pressure.
c) Hold the needle sheath securely by its widest part. Press and rotate 
90° (a quarter of a turn).
d) Remove the needle sheath.

Usage and dosage
Before treatment, the patient must be informed about the indications, 
expected effect of treatment as well as the effect duration, contraindi-
cations, precautions, warnings, and possible adverse events. A diagno-
sis must be performed before the procedure to determine whether the 
patient is suitable for treatment and whether it is necessary to use anal-
gesia. Usually, facial wrinkle correction treatment needs no anesthesia.

Before the injection, using local anesthetic ointment on the skin surfa-
ce of the injection site can properly relieve the pain.

Inject this product into the dermis. If it is injected too deep or into the 
muscle layer, it may lead to faster degradation and shorter residence 
time of this product at the injection site. A shallow injection may make 
the injection site turn white or swell. If the skin surface turned white 
during the injection process, the injection should immediately stop 
being performed and the injection site should be massaged until the 
skin color returns to normal. Before the injection, push the syringe until 
small drops of gel flow out from the pinpoint.

Use different injection techniques according to different injection 
depths and doses. Linear injection technique can be used to finely 
correct wrinkles, but some tend to use a continuous point injection 
technique or combined application of a linear injection technique and 
point injection. It is recommended to make the puncture hole side face 
upwards during the injection, the insert depth should be subject to the 
standard where the shape of the needle can be seen but the needle 
itself is not visible from the outside, withdrawing the needle slowly 
while injecting the product. Stop the injection before the needle is 
withdrawn from the skin to prevent the product from leaking out from 
the injection site. If the patient’s skin is very flabby, suggest injecting 
it twice. Massage the injection site after the injection to make the gel 



match with the surrounding tissue contour. Apply an ice pack on the 
injection site for 15 minutes immediately after the injection, to help ease 
the swelling and discomfort at the injection site. If the above symptoms 
are not alleviated, repeat the cold compress, each time lasting 5 to 15 
minutes. Long exposure to temperatures of 4 °C or below may result in 
frostbite on the skin surface, so the time of the cold compress should 
not be too long. 

The product’s use is summarized as follows: fills moderate to deep faci-
al wrinkles, folds adjustment and lip augmentation, and lip treatment. 

Before starting the treatment, the patient’s compatibility analysis and 
her/his threshold to pain must be carried out. Normally, no anesthesia is 
needed for wrinkles treatment. For lip augmentation, nerve blockading 
anesthesia can be applied. Before treatment, the patient must be in-
formed about the indications, expected outcomes, counter-indications, 
warnings, precautions, and potential adverse reactions. The spot to be 
treated must first be cleaned with an adequate antiseptic solution.

A very superficial injection may cause discoloration; or, in other words, if 
the subjacent skin becomes whitish, the injection must be immediately 
stopped and the area must be massaged until the skin resumes its 
normal color, before injecting, the plunger must be pushed until a drop 
shows up at the needle end.

The injection technique regarding its depth and the quantity to be 
administered may vary. The linear threading technique can be used 
to carefully raise a wrinkle or a fold, although some prefer a series of 
punctual injections or a combination of both. During the injection, it is 
recommended that the top of the needle is directed upward. The need-
le contour must be visible without showing the needle itself. Inject this 
product graft while slowly pulling the needle backward. The injection 
must be stopped immediately before the needle is withdrawn from the 
skin to avoid spilling the product on the injected spot.

If it is to be applied to the lips, an enhanced contour or a volume 
increase can be achieved.

The defects can be completely corrected at each application, but must 
not be overcorrected, if the skin is quite loose, it is recommended that 
this product is administered in two separate applications.
The area to be corrected must then be massaged to fit the contour of 
the adjacent tissue. For each treated area, a maximum dose of 2 ml per 
application is recommended. If the treated area swells right after the 
injection, apply ice on it for a short time. After the first treatment, ad-
ditional grafts of this product may be necessary to achieve the desired 
correction. Periodical injections for finishing touches may be necessary 
for desired results.

Remark 
The right injection technique is crucial for the final result of the 
treatment. The product graft must only be administered by authorized 
practitioners, in accordance with local laws and regulations.

Please consult Molderm Aesthetics or its distributors for more details 
about techniques and training opportunities.

The syringe, needle, and all other material used must be discarded 
immediately after the treatment session.

Post-market clinical follow-up
Each product contains a consumer tracking form. When a consumer 
received the injection of the product, the practitioner must record the 
consumer’s information and track the safety and efficacy of the pro-
duct. If needed, photos of the consumer must be taken and recorded in 
the consumer tracking form.
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MOLDERM AESTHETICS 
Contacts: Info@molderm.com  
Västra Varvsgatan 16F
21115 Malmö / Sweden. 

INNATE SWISS 
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INNATE - info@innate.it
Viale Industria 11-13, zona C.I.P.I.A.N.,
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