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Puc. 8. Xpomatorpammsl npenapatos C1 uHrubutopa — rh-Clinh, bepuHept® n PykoHecT®, nonyyeHHble C MCNONb30BaHUEM KO-
noHkun AdvanceBio Peptide Map no nporpamMme rpagueHTa 4.

Fig. 8. Chromatograms of C1 inhibitor products (rh-Clinh, Berinert®, and Ruconest®) obtained on an AdvanceBio Peptide Map
column using gradient programme 4.
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Puc. 9. XpoMaTorpammsl wecTu nocnenoBaTenbHbIX aHanM30B ofHoi cepum npenapata C1 uHrnbutopa (rh-Clinh 1, 2, 3, 4, 5, 6),
BbIMOJIHEHHbIE B PaMKaX OLEHKU CXOAMMOCTU. PenepHble MUKW NPOHYMepOBaHbl.

Fig. 9. Chromatograms for six consecutive analyses of one C1 inhibitor batch (rh-Clinh 1, 2, 3, 4, 5, 6) performed as part of the re-
peatability assessment. The characteristic peaks are numbered.
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Puc. 10. Xpomatorpammsl (15 noBTopHbix nsmepenuit) C1 uurnbutopa (rh-Clinh), BoinonHeHHble B paMkax OLEeHKU BOCNPOU3BOAU-
MocTu. CTpenkamu o603HaueHbl HaMbonee BapuaTUBHbIE MUKU. PenepHble NUKKU MpOHYMEPOBaHbI.

Fig. 10. Chromatograms (15 replicates) of a C1 inhibitor (rh-Clinh) obtained as part of the reproducibility assessment. Arrows indi-
cate the most variable peaks. The characteristic peaks are numbered.
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Puc. 11. CxemMaTuyeckoe n3obpaxeHme pa3bpoca 3Ha4YeHWU OTHOCUTENbHbIX Maowanei penepHbix nukoB C1 uHrMbuTOpa Npu
CpaBHEHUW pe3ynbTaToB ABYX aHANIUTUKOB.

Fig. 11. Schematic representation of the variation in the relative peak areas obtained for C1 inhibitor characteristic peaks by two
analysts.
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Puc. 12. Cxematuyeckoe usobpaxeHune pazbpoca 3Ha4eHM OTHOCUTENbHBIX BpEMEH YAEePXMUBaHMA penepHbix nukos C1 nHrnburto-
pa npu cpaBHEHWUM pe3yNbTaTOB [ABYX aHANUTUKOB.

Fig. 12. Schematic representation of the variation in the relative retention times obtained for C1 inhibitor characteristic peaks by
two analysts.
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Puc. 13. Xpomatorpammel npenapata Cl uHrnbutopa (rh-Clinh), nonyyeHHble nMpu BapbMpOBaHMM BpeMeHM WHKYbMpoBaHMA
¢ TpuncuHom ot 60 o 180 mMuH. Lludpamm 0603HaueHbl penepHbie MUKMU.

Fig. 13. Chromatograms of a C1 inhibitor product (rh-Clinh) obtained by varying the trypsin incubation time from 60 to 180 min.
The characteristic peaks are numbered.
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Puc. 14. Xpomatorpammsl npenapata Cl mHrubutopa (rh-Clinh), nonyyeHHble C MCNOMb30BAHMEM PasHbIX KONMOHOK: A, B —
AdvanceBio Peptide Map (pa3Hble notel — N2 1 1 N2 2); C — Aeris Peptide XB-C18.

Fig. 14. Chromatograms of a C1 inhibitor product (rh-Clinh) obtained on different columns: A and B, AdvanceBio Peptide Map (lots
1 and 2); C, Aeris Peptide XB-C18.
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