Export Product List

Product name
/ Trademark

LIDONOSTRUM
BOMBA-SPRAY
10%

LIDONOSTRUM
GELE 2%

LIDONOSTRUM
(OROMUCOSAL
GEL)

LIDONOSTRUM
(OINTMENT)

DOLOCALMA

DOLOCALMA

TIAMAZOL
SIDEFARMA

Active
Substance

Lidocaine
base

Lidocaine,
hydrochloride

Lidocaine,
hydrochloride

Lidocaine
base

Metamizole
magnesium

Metamizole
sodium

Thiamazole

Dosage Form
| Strength

Cutaneous spray
solution |100
mg/ml

Gel |20 mg/g

Oromucosal gel
|20 mg/ml

Ointment| 50
mg/g

Medicinal Products - Branded Products

Presentation

80 g bottle

30 g tube

125 ml bottle

35 g tube

Capsule | 575mg 20 and 60 units

Sachets | 500 mg 20 and 60 units

Tablet | 5 mg

10, 20 and 60
units

EU CTD

Therapeutic use .
dossier
Medical procedures: Nasal; Oral and
dental prior to injection;
Oropharyngeal; in the Respiratory
tract; in the larynx, trachea and
bronchi; Obstetrics and gynecology.

eCTD (EV)

Superficial anaesthesia and lubrication
of the urethra; of nasal and pharyngeal
cavities; during procto-rectoscopy and
during tracheal intubation

eCTD (EV)

Local anaesthetic of irritated or
inflamed mucosae of the mounth or
pharynx, during procedures such as
bronchoscopy and oesophagoscopy
and painful diseases of the
gastrointestinal tract

eCTD (EU)

Local anaesthesia of mucosae
(haemorrhoids and anal fissures); pain
relief in proctoscopy, sigmoidoscopy,
cystoscopy and endotraqueal
entubation. Burns and mild skin
abrasion. Stomatology.

eCTD (EV)

Analgesic and antipyretic. Severe acute
pain; severe spasmodic pain; high
fever, resitant to other antipyretic
drugs and tumor pain

eCTD (EV)

Analgesic and antipyretic. Severe acute
pain; severe spasmodic pain; high
fever, resitant to other antipyretic
drugs and tumor pain

eCTD (EV)

Hyperthyroidism eCTD (EU)

BD/BE | Update

Not yet
available
(IVR)

Not yet
available
(IVR)

In vitro
release
study

Not yet
available
(IVR)

Not yet
available

Not yet
available

Biowaiver

2028

2028

2025

2027

2027

2027

2027

Reference
medicinal
product

Xylocaine
Spray (Aspen)

Xylocaine 2%
Jelly (Aspen)

Xylocaine
Viscous
(Aspen)

Xylocaine
Ointment
(Aspen)

Nolotil
(Boehringer
Ingelheim)

Dialgin
(Chemax
Pharma)

Tirodril
(Laboratorio
Estedi S.L.)

SIDEFARMA

MANUFACTURING HEALTH.

For more information

https://www.sidefarma.pt/en/product/lidonostrum-

bomba-spray-10-eng/

https://www.sidefarma.pt/en/product/lidonostrum-

gele-2-2/

https://www.sidefarma.pt/en/product/lidonostrum-

el-bucal-20mg-ml,

https://www.sidefarma.pt/en/product/lidonostrum-

ointment/

https://www.sidefarma.pt/en/product/dolocalma-2/
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MANUFACTURING HEALTH.

Medicinal Products for Co-Development

Dosage Reference
Product name / 9 ; ; EUCTD . . .
Form | Presentation Therapeutic use , BD/BE | Update | medicinal For more information
Trademark dossier
Strength product
FENAC-GEL ST, Gel | 10 mg/ 100 g tube o R I Dt et NTA /CTD Not - \;?rgflrzr; https://www.sidefarma.pt/en/product/fenac-gel-2/
diethylamomium 2 g tendons, ligaments and joints applicable (Halegn) ps: . .p p g
. Capsule . S - Not . .
A-VITE Retinol 20 units Vitamin A defficiency NTA /CTD . - - https://www.sidefarma.pt/en/product/a-vite-2/
/50000 1.U. available
GLIMEPIRIDA . .. Tablet | 2 mg : . ] Amaryl (Sanofi-  https://www.sidefarma.pt/en/product/glimepirida-
GLIMIAL Glimepiride and 4mg 20 and 60 units Type |l diabetes mellitus NTA /CTD YES (4 mg) Aventis) glimial-3/
Tablet | 500 Urinary tract infections | Treatment Not
LABDIAZINA Sulfadiazine 16 units of toxoplasmosis in patients with NTA . - - https://www.sidefarma.pt/en/product/labdiazina-2/
mg . . . available
AIDS, together with pyrimethamine
Treatment of all forms of leprosy,
LFON ’
ivnintads Dapsone Tablet | 100 60 units dermatitis herpetiforms, dermatosis NTA NOt - - -
ZIMAIA mg . . available
and relapsing polychondritis
ALOPURINOL . . Not https://www.sidefarma.pt/en/product/alopurinol-
SIDEFARMA Allopurinol Tablet |[300 mg 20 and 60 units Gout treatment NTA /CTD available - - sidefarma-2/
Acipo https:// idef /en/product/acid
ALENDRONICO J. Alendronic acid Tablet [70 mg 2, 4 and 12 units Osteoporosis NTA YES - - fHpseffuaarsice arrna.pt NDIOQULL/AEIE0:
alendronico-j-neves-2/
NEVES
AZITROMICINA . . Coated tablet | . - https://www.sidefarma.pt/en/product/azitromicina-
ZITROZINA Azithromycin 500 mg 2 and 3 units  Antibiotic NTA YES - - sitrozina-2/
CLORANFENICOL . Coated tablet | : : ] Not https://www.sidefarma.pt/en/product/cloranfenicol-
MADE Chloramphenicol 250 mg 16 and 32 units Antibacterial NTA available - - rade-2
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Medicinal Products for Co-Development (cont.)

. Reference
Product name / Active Dosage Form | ; , EU CTD " , ,
Presentation Therapeutic use , BD/BE | Update | medicinal For more information
Trademark Substance Strength dossier
product

FEBRIDOL Paracetamol Tablet |500mg 4 and 20 units Analgesic and antipyretic NTA avz:\:lgtble - - -
MELOXICAM . Tablet| 7.5 mg, . . . . https://www.sidefarma.pt/en/product/meloxicam-
MELPOR Meloxicam 15 mg 20 and 60 units Analgesic and antipyretic NTA YES - - meloor-2

Film coated
it Sertraline tablet |50 mg, 14,28 z.md >6 Antidepressant NTA /CTD YES - - -
NEVES units

100 mg

Film coated . . X

:::;25:2:;; Sildenafil tablet | 4 and 8 units Erectile dysfunction NTA /CTD avall\:loatble - - https.//www.s;c:j(:?;:nn?a.f;/oe-r;{p_r;duct/snldenafll-
50 mg, 100 mg e

SINPOR Simvastatin Coat;g ::Iet | 20 and 60 units Dyslipidemia NTA av::gtble - - https://www.sidefarma.pt/en/product/sinpor-2/

Deficiency of coenzyme Q10 diseases
such as mitochondrial cytopathies, Not

Q10 Ubidecarenone Capsule | 10 mg 60 units e . NTA /CTD available - - https://www.sidefarma.pt/en/product/q10-2/
encephalopaties.
Deficiency of coenzyme Q10 diseases
such as mitochondrial cytopathies, Not

Q10 FORTE Ubidecarenone Capsule | 30mg 60 and 90 units namely cardiomyopathies and NTA /CTD - - https://www.sidefarma.pt/en/product/q10-forte-2/

encephalopaties. Adjuvant in the el
treatment of hypercholesterolemia
Powder for
REMIFENTANILO Remifentanil, solution for . . : Not
ASKLEPIUS HCl Timeman || 1 5 vials Opioid anaesthetic eCTD (EV) el - - -
2mg;5mg
Powder for
. lution for
CEFTRIAXONA  Ceftriaxone _ *2UMon'or ) vii@omi | 1 ) ) Not
ASKLEPIUS sodium injection/infusion vial (50 ml) Antibacterial eCTD (EV) el - - -

, 1000 mg | 2000
mg
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Export Product List s.D!L'aMA

MANUFACTURING HEALTH.

Herbal Medicinal Product

. Reference
Product name / Active Dosage Form , , EU CTD " , ,
Presentation Therapeutic use ; BD/BE | Update | medicinal For more information
Trademark Substance | Strength dossier
product
Ginkgo biloba  Oral solution 1 dropper . . Not ) ) :
ABOLIBE FORTE B e R e Mild to moderate dementia NTA /CTD e N - https://www.sidefarma.pt/en/product/abolibe-forte-3/

, Reference
Product name / Active Dosage Form , ; EU CTD " , ,
Presentation Therapeutic use , BD/BE | Update | medicinal For more information
Trademark Substance | Strength dossier
product
SYSVERA COOL Aloe Vera and D- Gel 150 ml bottle (e:)?og:frgigf;:;tiSncZ:eo:;t;r NA Not v ) https://www.sidefarma.pt/en/product/sysvera-cool-
GEL Panthenol - o applicable gel-2/

excessive heat

. Reference
Product name / Active Dosage Form . , . . , ,
Presentation Therapeutic use medicinal For more information
Trademark Substance | Strength
product
MOUTHWASH Lidocaine Gargle | 0.80 Noct  <<e<e<es
argle | O. . o B :

SOLUTION mouthwash mg/ml 470 ml bottle Anaesthetic gargle N.A. applicable -

solution (gargle)
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