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Ta6nuua 5. @opma 0515 oueHKU pucka sHympuanme4Hol 3azomosku coenacHo @opmynspy DAC/NRF

lopoBoit 06beM usroroeneHus JIC

Xupkue /IO Teepable nepopasnbHblie
Kpurtepuii (B T.4. rnasHble), JI® (Hanpumep, IS G EE R LS T Markue JI® unu c6opbl, Kr
ThIC. yNAaKOBOK Kancysnbi), Tbic. 03 IR B Uh 0
5 cBblwe 3 cBbiwe 180 cBbiwe 60 csbiwe 300
4 ot 1,5 no 3,0 o7 90 go 180 o1 30 go 60 o7 150 no 300
3 ot 0,75 no 1,50 ot 45 no 90 o1 15 po 30 o1 75 po 150
2 ot 0,15 0o 0,75 ot 9 no 45 oT 30015 ot 150075
1 no 0,15 0o 9 0o 3 0o 15
Cnoco6 npumeHenus u JId
Kputepumii Cnoco6 npumeHenus n J1d
5 MapeHTepanbHble JIO
4 CrepunbHble JIO ans BarMHanbHOro, peKTaabHOro UAN MECTHOFO MPUMEHEHMS, UHFaNSLUOHHbIE
N®, rnasHble JIO, npuMeHseMble B XUpyprun
3 [nasHbie JIO, HecTepunbHblie JIO Ang BHYyTPEHHEro, BarMHaAbHOr0, PeKTaJbHOro MpUMEHEHNS
2 Cbopsl
1 HectepunbHbie JIO ans MeCTHOTO NpUMEHEHHUs
Pucku, cBsi3aHHbIe € hapMaLLeBTMYECKOi cyBcTaHumein
Kpurepuit Ouenka ADC
> Boicokwmii (dapmaueBTHyeckoe KauecTBo (cootBeTcTBMe Papmakonee, KaH-
3 Cpeammii LLepOreHHOCTb, MyTareHHOCTb, TOKCMYHOCTb, TEpaneBTUYECKUI
[ManasoH, PUCK BOSHUKHOBEHUS HEXeNaTeNbHbIX anfepruyeckmx
1 MEre peakLuui, 4O3MPOBKA, CTaBUIBHOCTb)
Mpouecc usroroBneHns neKapCTBEHHOro CpeacTBa
Kpurtepuit Mpouecc n3rotoBseHUs, TEXHONOTMYECKMIA 3Tan
5 AcenTuyeckoe U3roToBaeHNE
4 AcenTuyeckoe U3rotToBaeHne ¢ GUHULWHON CTepunmsaumen
3 HanonHeHue TBepAbIX )XeNAaTUHOBbIX Kamncys, 3aAnBKa Cynno3uTopues
2 TexHonornyeckne CTaium pacTBOPEHUS, CMeLIMBaHNA U pa3baBneHus
1 HanonHeHne dnakoHOB HECTEPUIIbHbIX JIEKAPCTBEHHbIX CPeACTB
OTnyck
CooTHOLLEHME KONMYECTBA YNAaKOBOK IKCTEMNOPaJIbHbIX
Kputepuit JIeKapCTBEHHbIX NpenaparTos, OTMYLLEHHbIX B anTeKe-u3rotosurene
WK 3a ee npeaenamm
5 OTNyCcK UCKNIOUYUTENBHO 33 NpeAenamMu anTeku
4 OTtnyck 6onee 75% 3a npegenamu anteku
3 Otnyck 6onee 50% 3a npenenamu anteku
2 OTnyck 6onee 25% 3a npepenamu anteku
1 OTnyck B anteke
06wuii 6ann pucka YpoBeHb pucka
HU3KMI (06Kt 6ann pucka <30)
X+X+X+X+X= cpenHuit (0bwmit 6ann pucka 30-100)

BbICOKMM (06wmit 6ann pucka >100)

Tabnuua coctaBneHa asTopamu no @opmynsapy DAC/NRF (Deutscher Arzneimittel-Codex / Neues Rezeptur-Formularium)

lMpumeuanue. /1O — nekapcmeerHas ¢opma; AOC — ¢papmauesmuyeckas cybcmaryus; JIC — nekapcmeeHHoe cpedcmeso

Table 5. Risk-assessment form for stock preparations according to the German Drug Codex and New German Formulary (Deutscher
Arzneimittel-Codex / Neues Rezeptur-Formularium)

Amount prepared annually

Liquid dosage forms Solid oral dosage Solid rectal and
Score (including ophthalmic), forms (e.g. capsules), vaginal dosage forms, Semi-solid dosage forms or herbal teas, kg

thousand packages thousand doses thousand doses

5 over 3 over 180 over 60 over 300

4 1.5t0 3.0 from 90 to 180 from 30 to 60 from 150 to 300

3 0.75 to 1.50 from 45 to 90 from 15 to 30 from 75 to 150

2 0.15 to 0.75 from 9 to 45 from 3 to 15 from 15 to 75

1 under 0.15 under 9 under 3 under 15

Score

Score

Methods of administration and dosage forms
Methods of administration and dosage forms
Parenteral preparations

Sterile dosage forms for vaginal, rectal, oral, and sublingual administration; preparations for
inhalation; eye preparations used in trauma or surgery

Eye preparations and non-sterile dosage forms for oral, vaginal, rectal administration
Herbal teas
Dosage forms intended for local application where sterility is not required
Risks associated with active substances
Active-substance risk assessment
5 High risk
Pharmaceutical quality (pharmacopoeia compliance,

3 Medium risk carcinogenicity, mutagenicity, toxicity, therapeutical window, risk
of allergy, dosage, stability)

1 Low risk
Compounding process

Score Copmounding process, technological stage
5 Aseptic filling
4 Aseptic filling with terminal sterilisation
3 Filling of hard gelatin capsules, filling of suppositories
2 Dissolution, mixing, and dilution steps
1 Non-sterile filling

Dispensing

Ratio of the number of packages of compounded medicinal
Score products dispensed by the compounding pharmacy to the number of
the packages dispensed elsewhere

5 Dispensed exclusively through other organisations
4 More than 75% dispensed through other organisations
3 More than 50% dispensed through other organisations
2 More than 25% dispensed through other organisations
1 Dispensed exclusively in the pharmacy

Total risk score Risk level

Low (total risk score <30)

XEX+HX+X+X= Medium (total risk score 30-100)

High (total risk score >100)

The table is prepared by the authors using the German Drug Codex and New German Formulary (Deutscher Arzneimittel-Codex / Neues Rezeptur-

Formularium)
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