Stabilis

Y u Tacrolimus

Noms commerciaux

Prograf

Allemagne, Australie, Autriche,
Canada, Chili, Colombie, Danemark,
Espagne, Etats Unis d’ Amérique,
Finlande, France, Grande Bretagne,
Grece, Hongrie, Iran, Irlande, Italie,
Japon, Malaisie, Norvege, Nouvelle
Z¢&lande, Pologne, Portugal, Roumanie,
Suede, Suisse

Prograft

Belgique, Luxembourg, Pays bas

Stabilité des solutions

2 I/ 6 N\ /7
8 —H+ e
on n L] I |6 & A\ [EH
r_"l A‘ 4 >>> 100 pg/ml 2.8°C| @ |24 @ 3626
D A‘ 4>>> 100 pg/ml 25°C| T |24 @ 3626
PE A‘ 4>>> 100 pg/ml 2.8°C| @ |24 @ 3626
i
PE A‘ 4 >>> 100 pg/ml 25°C| T |24 @ 3626
PP A‘ 4>>> 100 pg/ml 2.8°C| @ |24 @ 3626
i
PP A‘ 4 >>> 100 pg/ml 25°C| T |24 @ 3626
WAL
POF A‘ 0pgml|  20-25°C| o> |48 @ 3842
—a—
POF A‘ 100 pg/ml|  20-25°C| o |48 @ 3842
WAL
POF Tugml|  2025°C| @ |24 @ 3842
——
POF Ipg/mi|  20:25°C| > |48 @ 3842
WAL
Excelm 2 >> 8 pg/ml 23°C 9 G 3915
——
el 2>> 8 pg/ml 4°C 9 O 3915
W
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Stabilité en mélange

Facteur influencant la stabilité

? o 475

(1 (=
EI?I PVC * 3626
Ij?l PVC # 475
PH >7 * 3626

m S 0 x B8 2 EE
r:-l 10 pg/ml|  22°C-26°C ? Cimetidine hydrochloride : 0,6 mg/ml 48 ® 207
r:', 5 & 20 pg/ml| 23°C-25°C * Fluconazole : 0,5 & 1,5 mg/ml 3 @ 1421
r:'I 5 & 20 pg/ml| 23°C-25°C * Morphine sulfate : 0,5 & 1,5 mg/ml 4 @ 814
r:'l 5 & 20 pg/ml| 23°C-25°C * Hydromorphone hydrochloride : 0,1 & 1 mg/ml @ 814
r:-l ’ 5&20 ug/ml| 23°C-25°C * Ceftazidime : 20 & 100 mg/ml 4 @ 814

Compatibilités

o

)
| Bl

Calcium gluconate : 100 mg/ml

Tacrolimus
% .. 3626
Aciclovir sodium

Tacroli : 1000 pg/ml ‘

% a?ro nTlus ! pg/m 479
Aciclovir sodium : 10 mg/ml

( Tacroli : 1000 pg/ml ‘

% acTo imus : pg/m 479
Aminophylline : 2 mg/ml
Tacroli : 1000 pg/ml

% acro 1mu's : ug/m ‘ 479
Amphotericin B : 5 mg/ml
Tacroli : 1000 pg/ml ‘

% acr(.) 1.m'us ' pg/m 479
Ampicillin sodium : 20 mg/ml
Tacroli : 20 pg/ml

% a(fro imus . ug/m ’ 1982
Anidulafungin : 0.5 mg/ml

% Tacrolimus : 100 pg/ml % 907

( Tacroli : 1000 pg/ml

O] Lol gl A
Ampicillin sodium - sulbactam sodium : 50 mg/ml

( Tacroli : 1000 pg/ml ‘

% acro 1mf15 pg/m 479
Benztropine mesylate : 1 mg/ml

P 20

% Tacrolimus : 1000 pg/ml 1415
Tacroli : 1000 pg/ml

% acrolimus pg/m 479
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Tacrolimus : 20 ug/ml

- , A o
Caspofungin acetate : 0,7 mg/ml

[J] Tacrolimus : 1000 pg/ml A 479
Cefazolin sodium : 40 mg/ml

V] Tacrolimus : 1000 pg/ml A 479
Ceftazidime : 20 mg/ml

[&] Tacrolimus : 5 & 20 pg/ml ‘ 814
Ceftazidime : 20 & 100 mg/ml

[J] Tacrolimus : 0.02 pg/ml A‘ 3808
Ceftolozane / tazobactam : 10/5 mg/ml

[J] Tacrolimus : 1000 pg/ml A 479
Ceftriaxone disodium : 40 mg/ml

[J] Tacrolimus : 100 pg/ml 3948

V] Tacrolimus : 1000 pg/ml 479
Cefuroxime sodium : 30 mg/ml

@ Tacrolimus : 1000 pg/ml A 479
Chloramphenicol sodium succinate : 20 mg/ml

[&] Tacrolimus : 1000 pg/ml A 479
Cimetidine hydrochloride : 150 mg/ml

[J] Tacrolimus : 10 pug/ml A 207
Cimetidine hydrochloride : 0,6 mg/ml

[J] Tacrolimus : 1000 ug/ml A 479
Ciprofloxacin lactate : 1 mg/ml

[@ Tacrolimus : 1000 ug/ml A 479
Clindamycin phosphate : 12 mg/ml

7 | Tacrolimus : 1000 pug/ml A

% Co-trimoxazole : 16/8 mg/ml 479

@ Tacrolimus : 1000 pg/ml A 479
Dexamethasone sodium phosphate : 4 mg/ml

@ Tacrolimus : 1000 pg/ml A 479
Digoxin : 250 ug/ml

V] Tacrolimus : 1000 pg/ml A 479
Dopamine hydrochloride : 1,6 mg/ml

@ Tacrolimus : 1000 pg/ml A 479
Doxycycline hyclate : 5 mg/ml

[&] Tacrolimus : 1000 pg/ml A 479
Erythromycin lactobionate : 20 mg/ml

[J] Tacrolimus : 1000 pg/ml A 479
Esmolol hydrochloride : 10 mg/ml

[J] Tacrolimus : 1000 ug/ml % 301

[J] TacTolimus : 20 pg/ml A‘ 2262
Doripenem : 5 mg/ml

V] Tacrolimus : 100 pg/ml % 3048

[J] Tacrolimus : 1000 ug/ml A 479
Diphenhydramine hydrochloride : 1 mg/ml

[@ Tacrolimus : 1000 ug/ml A 479
Dobutamine hydrochloride : 1 mg/ml

7 | Tacrolimus : 5 & 20 pg/ml A

% Fluconazole : 0,5 & 1,5 mg/ml 1421

@ Tacrolimus : 1000 pg/ml A 479

Fluconazole : 2 mg/ml
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Tacrolimus : 1000 pg/ml

v A
V4 47
Folinate calcium : 10 mg/ml ?
( Tacroli : 1000 pg/ml ‘
W7 | Tacro 1m.us pg/m 479
Furosemide : 10 mg/ml
7| | Tacroli : 1000 pg/ml ‘
V% acr9 1mu.s - pg/m 479
Ganciclovir sodium : 50 mg/ml
. Tacrolimus
:;;é: 4 3626
. Ganciclovir sodium
7| | Tacroli : 1000 pg/ml ‘
W7, |Tacro 1rfu%s pg/m 479
Gentamicin sulfate : 4 mg/ml
7| | Tacroli : 1000 pg/ml ‘
W7 | Tacro m.ms pg/m 479
Haloperidol lactate : 2,5 mg/ml
( | | Tacroli : 1000 pg/ml ‘
7| | Tacro .1mus : pg/m 479
Heparin sodium : 10 UI/ml
( Tacroli : 1000 pg/ml ‘
P | Tacro 1mu.s p!g 'm ' 479
Hydrocortisone sodium succinate : 50 mg/ml
( Tacroli 15 & 20 pg/ml
/ acrolimus ug/m . ’ 314
Hydromorphone hydrochloride : 0,1 & 1 mg/ml
( Tacroli : 1000 pg/ml ‘
v ac.:ro imus . Hg m . 479
Imipenem - cilastatin sodium : 10 mg/ml
Tacrolimus : 1000 ug/ml
</ ‘ 47
Insulin : 0,1 Ul/ml o
7| | Tacroli : 20 ug/ml
W7 | Tacrolimus : ug/m A‘ 3829
Isavuconazonium sulfate : 1.5 mg/ml
7| | Tacroli : 1000 pg/ml ‘
W, |Tacro 1m1-15 ug m. 479
Isoprenaline hydrochloride : 0,04 mg/ml
7| | Tacroli : 1000 pg/ml ‘
W7 | Tacrolimus pg/m 479
Lorazepam : 1 mg/ml
7| | Tacroli : 1000 pg/ml ‘
W7 | Tacrolimus . ug m. . 479
Methylprednisolone sodium succinate : 0,8 mg/ml
( | | Tacroli : 1000 pg/ml ‘
W7 | Tacrolimus ! pg/m ' 479
Metoclopramide hydrochloride : 0,2 mg/ml
( Tacroli : 1000 pg/ml ‘
P | Tacro n.nus pg/m 479
Metronidazole : 5 mg/ml
Tacroli : 20 pg/ml ‘
v a.cro 1m1?s ug/m 2108
Micafungin : 1.5 mg/ml
( Tacroli 15 & 20 pg/ml
7 | Tacro 1.mus ug/m . 914
Morphine sulfate : 0,5 & 1,5 mg/ml
7| | Tacroli : 20 pg/ml
/) acrolimus ug m. ’ 2192
Mycophenolate mofetil : 5,9 mg/ml
7| | Tacroli : 1000 pg/ml ‘
V% aitcro 1mus. pg/m 479
Nitroglycerin : 0,1 mg/ml
7| | Tacroli : 1000 pg/ml ‘
v e_tcro 1mu§ ) pg/m 479
Nitroprusside sodium : 0,004 mg/ml
7| | Tacroli : 1000 pg/ml ‘
v acr(T 1r.nus ' pg/m 479
Oxacillin sodium : 40 mg/ml
7| | Tacroli : 1000 pg/ml ‘
/! ac'ro' 11.nus Hg m 479
Penicillin G potassium : 0,1 MUI/ml
24 Tacrolimus : 1000 ug/ml
A : ‘ 479
ﬁg . Phenytoin sodium : 5 mg/ml
( Tacroli : 1000 pg/ml ‘
PP | Tacrolimus pg/m 479

Piperacillin sodium : 80 mg/ml
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w7 | Tacroli : 1 ‘
acrolimus : 3 ug/m 4501
Posaconazole : 1,2 mg/ml
"7 | Tacroli : 1 ‘
acrolimus : 30 pg/m 4501
Posaconazole : 1,2 mg/ml
"7 | Tacrolimus : 1000 pg/ml ‘ 479
Potassium chloride : 2000 mEq/1
"7 | Tacrolimus : 1000 pg/ml ‘ 479
Propranolol hydrochloride : 1 mg/ml
7 | Tacrolimus : 1000 pg/ml ‘ 479
Ranitidine hydrochloride : 25 mg/ml
Tacrolimus 3626
Sodium bicarbonate
"7 | Tacrolimus : 1000 pg/ml ‘ 479
Sodium bicarbonate : 84 mg/ml
"7 | Tacroli 12 1 ‘
acTo II'l’lllS 0 pg/m 3807
Tedizolid phosphate : 0.8 mg/ml
Tacrolimus NaH
[
Q Tacrolimus : 1000 ug/ml 479
Tobramycin sulfate : 40 mg/ml
"7 | Tacrolimus : 1000 pg/ml ‘ 479
Vancomycin hydrochloride : 5 mg/ml
Voie d’administration
V4
=, Bibliographie
Type Source
207 | Revue Ku YM, Min DI, Kumar V, Noormohamed SE.

Compatibility of tacrolimus injection with cimetidine hydrochloride injection in 0.9% sodium chloride injection.
Am J Health-Syst Pharm 1995 ; 52: 2024-2025.

301 | Revue Trissel LA, Gilbert DL, Martinez JF, Baker MB, Walter WV, Mirtallo JM.

Compatibility of parenteral nutrient solutions with selected drugs during simulated Y-site administration.

Am J Health-Syst Pharm 1997 ; 54: 1295-1300.

475 | Revue Taormina D, Abdallah HY, Venkataramanan R, Logue L, Burckart GJ, Ptachcinski RJ, Todo S, Fung JJ, Starzl TE.
Stability and sorption of FK 506 in 5% dextrose injection and 0.9% sodium chloride injection in glass, polyvinyl

chloride, and polyolefin containers.

Am J Hosp Pharm 1992 ; 49: 119-122.

479 | Revue Min DI, Brown T, HWang GC.

Visual compatibility of tacrolimus with commonly used drugs during simulated Y-site injection.
Am J Hosp Pharm 1992 ; 49: 2964-2966.

814 | Revue Johnson CE, VandenBussche HL, Chio CC, Jacobson PA.

Stability of tacrolimus with morphine sulfate, hydromorphone hydrochloride, and ceftazidime during simulated

intravenous coadministration.
Am J Health-Syst Pharm 1999 ; 56: 164-169.
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907 | Revue Ku YM, Min DI, Kumar V, Noormohamed SA.
Stability of tacrolimus injection in total parenteral nutrition solution.
J Pharm Technol 1996 ; 12: 58-61.
1415 | Revue Trissel L.A, Gilbert D.L, Martinez J.F, Baker M.B, Walter W.V, Mirtallo J.M.
Compatibility of medications with 3-in-1 parenteral nutrition admixtures.
JPEN 1999 ; 23: 67-74.
1421 | Revue Johnson CE, Truong NM.
Stability and compatibility of tacrolimus and fluconazole in 0.9% sodium chloride.
J Am Pharm Assoc 1999 ; 39: 505-509.
1982 | Revue Trissel LA, Ogundele AB.
Compatibility of anidulafungin with other drugs during simulated Y-site administration.
Am J Health-Syst Pharm 2005 ; 62: 834-837.
2108 | Revue Trusley C, Kupiec TC, Trissel LA.
Compatibility of micafungin injection with other drugs during simulated Y-site co-administration.
Int J Pharm Compound 2006 ; 10: 230-232.
2192 | Revue Cochran BG, Sowinski KM, Fausel C, Overholser BR.
Physical compatibility and chemical stability of mycophenolate mofetil during simulated Y-site administration with
commonly coadministered drugs.
Am J Health-Syst Pharm 2007 ; 64, 13: 1410-1414.
2247 | Revue Chan P, Heatherly K, Kupiec T.C, Trissel L.A.
Compatibility of caspofungin acetate injection with other drugs during simulated Y-site coadministration.
Int J Pharm Compound 2008 ; 12, 3: 276-278.
2262 | Revue Brammer MK, Chan P, Heatherly K, Trusley C, Kupiec TC, Trissel LA, Psathas PA, Gilmor T, Schaufelberger D.
Compatibility of doripenem with other drugs during simulated Y-site administratioN
Am J Health-Syst Pharm 2008 ; 65: 1261-1265.
3626 | Laboratoire | Tacrolimus (Prograf®) - Résumé des Caractéristiques du Produit
Astellas Pharma 2014
3827 | Poster Ghazi .M, Hamada Y, Nicolau D.P.
Compatibility of tedizolid phosphate with selected intravenous drugs via simulated Y-site conditions.
ASHP Midyear 2015
3828 | Poster Thabit A.K, Hamada Y, Nicolau D.P.
Ceftozolane/tazobactam physical compatibility during simulated Y-site administration.
ASHP Midyear 2015
3829 | Poster So W, Kim L, Thabit A.K, Nicolau D.P, Kuti J.L.
Compatibility of isavunazonium sulfate during simulated Y-site administration.
ASHP Midyear 2015
3842 | Revue Lee J.H, Goldspiel B.R, Ryu S, Potti G.K.
Stability of tacrolimus solutions in polyolefin containers.
Am J Health-Syst Pharm 2016 ; 73:137-142.
3915 | Revue Myers A.L, Zhang Y, . Kawedia J.D, Shank B.R, Deaver M.A, Kramer M.A.
Stability of tacrolimus injection diluted in 0.9% sodium chloride injection and stored in Excel bags
Am J Health-Syst Pharm 2016 ; 73,24: 2083-2088.
3948 | Revue Bouchoud L, Fonzo-Christe C, Klingm?ller M, Bonnabry P .
Compatibility of Intravenous Medications With Parenteral Nutrition - In Vitro Evaluation.
JPEN 2012 ;30. 4167424.
4521 | Revue Polo C, D’Huart E, Lesperlette G, Vigneron J, Meyer F, Demoré B.

Compatibility of injectable posaconazole with drugs commonly used in a hematology care unit.

Pharmaceutical Technology in Hospital Pharmacy 2020
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Stabilis

Y u Tacrolimus

Stabilité des préparations

Oral Mix® >>1ml

? Yy v O |\
H [ — — —
n @ iad R~ FE]
|-j i 30 mg Prograf® OraPlus® / SiI'Op simple (1 1) %4@6]3& 356 O 2436
Ij Q 1S g @ — 7| PoIysorbate 80 3.24 1 S5 %0 O 3046
£ Oral Mix® >> 30 ml
r_"] & | 15mgPrograf® Oral Mx® >>30ml 25°C 90 O 3946
G Q 15 mg ® =2 Polysorbate 80 3,24 pl soc %0 O 3046
" | Oral Mix® >> 30 ml
|"_"| & | 15mgPrograf® Oral Mix® >>30ml 5°C 90 O 3946
QSD mg ® = ? (Fagron)| SYrSpend SF PHA® >>150ml  » goc 90 O 3846
UQ 75 mg ®="? SyrSpend SF PH4® >> 150 ml 2-8°C —? 90 O 4177
—U Qso mg ® = ? (Fagron) | 5YrSpend SF PHA® >> 150 ml 5 550 % 90 O 3846
Eau ppi 5ml O

u 30mg Prograf® 23-26°C 120 2789

'3 mg Prograf® | ) blus® / OraSweet® (1:1) >>30ma1
‘/ 30 mg Prograf® OraPlus® / sirop simple (1:{1)  >3469mk 56 O 2436
Q 05 mg®=? Polysorbate 80 1,08 pl 5500 %0 O -

’ " | Oral Mix® >> 1 ml

& | 0.5 mgPrograf® Oral Mix® >>1ml 25°C 90 O 3946
Q 0.5 mg ®=? Polysorbate 80 1.08 ul soC %0 (. 3046
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0’5 mg Prograf® Oral Mix® >>1ml 5°C

90 3946

D

Kolliphor EL® 80 mg
Ethanol 23,8 uL
NaH2PO4 2,45 mg

1 mg 2-8°C 270 4673
Na2HPO4 0,181 mg
Hyaluronate de sodium 7,35 mg

NaCl0.9% >>5mL

wvw

Q

Kolliphor EL® 400 mg > G
Ethanol 119 pL.
NaH2PO4 2,25
Smg | me 2-8°C 270 4673
Na2HPO4 0,167 mg
Hyaluronate de sodium 6,75 mg

NaCl 0.9% >>5mL

{,_.__,] Bibliographie
Type Source

2436 | Revue Jacobson PA, Johnson CE, West NJ, Foster JA.
Stability of tacrolimus in an extemporaneously compounded oral liquid
Am J Health-Syst Pharm 1997 ; 54: 178-180.

2789 | Revue Elefante A, Muindi J, West K, Dunford L, Abel S, Paplham P, Brown K, Hahn T, Padmanabhan S, Battiwalla M,
McCarthy PL.
Long-term stability of a patient-convenient 1mg/ml suspension of tacrolimus for accurate maintenance of stable
therapeutic levels.
Bone Marrow Transplantation 2006 ; 37, 8: 781-784.

3846 | Revue Polonini HC, Silva SL, Cunha CN, Brand?o0 MAF, Ferreira AO.
Compatibility of cholecalciferol, haloperidol, imipramine hydrochloride, levodopa/carbidopa, lorazepam,
minocycline hydrochloride, tacrolimus monohydrate, terbinafine, tramadol hydrochloride and valsartan in SyrSpend@®
SF PH4 oral suspensions.
Pharmazie 2016 71: 185?191.

3946 | Revue Friciu M, Zaraa S, Leclair G.
Stability of Extemporaneously Compounded Tacrolimus in Glass Bottles and Plastic Syringes
Can J Hosp Pharm 2017 ; 70,1 :51-53.

4177 | Revue Polonini H, Loures da Silva S, Fernandes Brandao M. A, Bauters T, De Moerloose B, De Oliveira Ferreira A.
Compatibility of Baclofen, Carvedilol, Hydrochlorothiazide, Mercaptopurine, Methadone Hydrochloride,
Oseltamivir Phosphate, Phenobarbital, Propranolol Hydrochloride, Pyrazinamide,
Sotalol Hydrochloride, Spironolactone, Tacrolimus Monohydrate, Ursodeoxycholic Acid, and Vancomycin
Hydrochloride Oral Suspensions Compounded with SyrSpend SF PH4.
Int J Pharm Compound 2018 ;22,6:516-526

4673 | Revue Barrieu M, Chennell P, Yessaad M, Bouattour Y, Wasiak M, Jouannet M, Le Basle Y, Sautou V.
Physicochemical Stability of a Novel Tacrolimus Ophtalmic Formulation for the Treatment of Ophtalmic
Inflammatory Diseases.
Pharmaceutics 2022 ;14,1:118
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Stabilis

l,
I\

@ T

[w)

[}
"I | 4.5 mg Prograf@ | Liquidfilm Tears® >> 15 mhs ¢ 550 85 0 3988
85 G 3988
"’] 4.5 mg Prograf® | Liquidfilm Tears® >>15mL 2 »gec 14 O 3988

Q
i
v = P
n I 4,5 mg Prograf® Liquidfilm Tears® >> 15 mL 2.8°C

Source

3988 | Revue Ezquer-Garin C, Ferriols-Lisart R, Al?s-Almi?ana M.
Stability of tacrolimus ophthalmic solution.
Am J Health-Syst Pharm 2017 ; 74:13 : 1002-1006
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% Dictionnaire

bl

Immunosuppresseur

Injectable

Noms commerciaux

Stabilité des solutions

?

am

Contenant

- Jldj=

Molécule

[]

Concentration

|
=D
+

Température

ot | Conservation 2 |Durée de stabilité

Y | Biosimilaire /\ |Données conflictuelles
F[E] | Bibliographie |f| Verre

A‘ NaCl 0,9% ou glucose 5% 2 Non précisée

@ Heure Polyéthylene
Polypropyléne Por| Polyolefine

A Chlorure de sodium 0,9% ’ Glucose 5%

Poche Excel® * Lumiere

O Jour A D’abri de la lumiere
Stabilité en mélange Y |Solvant

E Molécule Facteur influencant la stabilité
# Provoque <— Adsorption

T
g <
0

Polyvinyl chlorure

Absorption

Eau pour préparation injectable

[\:l Diminution de la concentration Dégradation
Compatibilités Incompatibilité non précisée
Incompatible Compatible

Nutrition parentérale (mélange binaire)

Nutrition parentérale (mélange ternaire)

4

Turbidité a 24 heures

NaHCO3

Voie d’administration

Perfusion continue

Bibliographie

Solution buvable

Stabilité des préparations

Origine

Excipient

Gélules

Poudre

Flacon plastique

Seringue PP orale

Novelia®

Collyre

ol Rl Ol

Flacon injectable

e
B
)
Q
=
©

Dictionnaire
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