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Tabnuuya 3. Kpumepuu npuHAmMuUs peweHus Npu OUeHKe pucka

Ne
1

Kputepuit Koadpduumnenr
Bup Nd
napeHTepanbHbie JIO 5
cTepunbHble JIO ans BarMHanbHOro, PeKTasbHOro UM MECTHOTO NPUMEHEHUS, MHTANSALUOHHbIE J1D, 4
rnasHole /1O, npuMeHseMble B XMpPyprum
HecTepubHble JIO ans BarMHanbHOro, peKTaNbHOrO NMPUMEHEHUs 3
rnasHole JIO, HectepunbHble JIO 19 MECTHOrO NPUMEHEHUS 1
[onoBOM 06bEM U3rOTOBNAEHUS
B 3aBucumocTn ot Buaa JIC U rogoBoro 06bemMa U3roTOBAEHUS CnefyeT onpesLennTb puck ot 1 1-5

no 5. TocynapcteaM — yneHaM EBponenckoro cot3a peKoMeHAyeTCs CaMOCTOATENbHO ONpeaenuTb
OTAENbHbIN Habop Ko3hduumneHToB pucka (1-5) ana cnepyrowmx sunos JIO ¢ koapduumneHTom pucka 1
L7191 04eHb HebonbLWKX 06bEMOB:

a) XXuakKue u TBepable Hef03upoBaHHble JIO ans BHYTPEHHEro U Hapy>KHOro MPUMEHEHUS;

6) TBepable L03MpoBaHHble JID ans BHYyTPEHHEro NpUMeHeHus;

B) pekTanbHble JID;

r) Hapy>Hble U TpaHcaepManbHble J1D;

1) rnasHble J1O

OueHka hapMaLeBTUYECKUX CYOCTaHLMUNA.

YyuTbIBalOTCA Cnepytolme KpUTepumn: Hanmume (OTCyTCTBME) PapMakoneinHoM CTaTbM, KAHLEPOTreHHOCTb,
MyTareHHOCTb, TOKCUYHOCTb, PUCK BO3HUKHOBEHMS HeXenaTeNbHbIX annepruiyecknx peakumi,
TepaneBTUYECKWUI fMana3oH LeicTBUS, LO3MPOBKa, CTabUAbHOCTb, MMKpOBMOAOrMyeckas YucToTa, puck
HaNM4YMs BbICOKOONACHBIX MpUMeceit

OYeHb CUJIbHbIN 5
CUNIbHBIN 3
cnabobli 1

npOUECCM3FOTOBﬂeHMﬂ

acenTMyecKoe U3roToBeHNe 5
acenTMyeckoe U3roToBieHne ¢ GUHULLHOM CTepuan3aumen 4
TEXHONIOrMYeCcKne CTafnumn pacTBOPEHUS, CMELUMBAHMSA U pa3baBieHuns 2
HanosnHeHune hakoHOB HecTepuiibHbIX J1C 1
MocTaBka*

BHELHAS 5
NPenMyLLECTBEHHO BHELWHSS (BHYTPEHHAN: BHELWHAN = 1:2) 4
BHYTPEHHAS U BHELWHSAS (BHYTPEHHAN: BHELWHAN = 1:1) 3
MpenMyLLECTBEHHO BHYTPEHHSAS (BHYTPEHHAS: BHELWHAS = 2:1) 2
TONbKO BHYTPEHHAS 1

Tabnuua coctaBneHa aBTopamu no Mmatepuanam Pesontounn CM/Res(2016)1

MpumeuaHue. /1O — nekapcmeeHHas ¢opma; JIC — nekapcmeeHHoe cpedcmaso; 3/1[T — 3kcmeMnopaneHele 1ekapcmeaeHHble cpedcmsa.
* BHewHss nocmaska — nbas nocmaska 3J1M1, 3a uckaoyeHueM omnycka nayueHmam; 8HympeHHss nocmaska — npamoli omnyck 3/11

nayue

HMAam.

Table 3. Risk assessment decision criteria

Item

1

Criterion Risk factor
Type of preparation
parenteral preparations 5
sterile dosage forms for vaginal, rectal, oral, and sublingual administration; preparations for inhalation; 4
eye preparations used in trauma or surgery
non-sterile dosage forms for vaginal and rectal use 3
eye preparations and other dosage forms where sterility is not required 1
Amount prepared annually
Depending on the type of preparation and the amount prepared annually, the Member States of the 1-5

European Union are recommended to independently determine a risk factor between 1 and 5 for the
following types of preparation, with a risk factor of 1 for very small amounts:

a) liquid and solid non-dosed preparations for oral and cutaneous use;

b) oral solid dosage forms;

c) rectal preparations;

d) cutaneous and transdermal preparations;

e) eye preparations

Pharmacological effect of the active substances:

(The following criteria should be considered: availability of a pharmacopoeial monograph, carcinogenetic
properties, mutagenic properties, ecological toxicity, risk of allergy, therapeutical window, dosage,
stability, microbiological quality, risk of highly hazardous impurities)

very strong 5
strong 3
weak 1

Preparation process

aseptic filling 5
aseptic filling with terminal sterilisation 4
dissolution, mixing, and dilution steps 2
non-sterile filling 1
Supply”

external only 5
mainly external (internal: external = 1:2) 4
internal and external (internal: external = 1:1) 3
mainly internal (internal: external = 2:1) 2
internal only 1

The table is prepared by the authors using Resolution CM/Res(2016)1 on quality and safety assurance requirements for medicinal products prepared
in pharmacies for the special needs of patients

* Exte

rnal supply: any supply of compounded medicinal products by the preparing pharmacy other than directly to patients. Internal

supply: direct supply of compounded medicinal products to patients by the preparing pharmacy.
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