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Accreditation scope

CYTOPATHOS spol. s r.o.

Kutuzovova 23, 831 03 Bratislava
Workplace 1: Kutuzovova 23, 831 03 Bratislava

Workplace 2: Tehelna 26, 831 03 Bratislava

Laboratory with a fixed accreditation scope.

The Annex is an integral part of the
Certificate of Accreditation

Object of examination Established method . :
= — Other specifications
= System / Indicator/ Principe/ i ;

Z . : : Identification of (range, uncertainty, purpose,

= Biological Analyte/ Kind / wethod qlioiient o)

material Parameter Type aue e
- Histology
. . Literature = Rapid biopsy .
Histopathologica N - Hard tissue processing
1 changes and Microscopy of Gl a0 - Histochemist
1. Tissue £ yscopy (SOP.01-B) ochemistry
structural tissue . - Enzymatic
. Literature ; : s
abnormality 55062 immunohistochemistry
X - Microscopic diagnostic
(BORAG-EN) Kutuzovova workplace
- staining smears with
polychromatic method
Gynecologlcal ; Microscopy of Literature (P.apamcol.aoq szt .
smear, urine, | Cytopathological y - microscopic diagnostic
cells smears and ¢.63-74 i . .

2. outflow, changes : - immunohistochemistry (Px, IF)
o w sediments (SOP.03-C-gyn) ; . .
imprint, ascitic (SOP.02-CnonG) - diagnostic system gynecological

fluid ’ cytology Bethesda 2001
- LBC - Liquid Based Cytology
Tehelnd workplace
Microscopy of Literature - Microscopic diagnostic
Presence of . < - Immunoblots
3. Serum o tissue and cells €. 75-81 . S .
antibodies - Antigen/antibodies detection
substrates (SOP.04-S)
Kutuzovova workplace
- Luminometry
Cell smear Hybridization of Literature - Hybridization of target DNA
4 E j 2 dea Presence of target DNA with ¢. 82 -85 with specific RNA probe
' il M HR-HPV specific RNA (SOP.06-CG- - Chemiluminiscent detection on
cervix .
probe HPV) microplates
Tehelnd workplace
Cell smear Presence of Literature - Pathogen DNA extraction
5. Endo and exo sexual transfer Real Time PCR ¢. 86 —101 - Qualitative PCR analysis
Cervix, urine pathogens (SOP.06-CG-STI) Tehelnd workplace
Notes:

Literature. The mentioned literature is supplemented by professional journals, new editions of publications, national legislation,
consensual seminars, participation in international events, WHO regulations, etc.
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Rosai and Ackerman: Surgical Pathology, ed. Juan Rosai, 9. vyd., Mosby Elsevier inc. 2004.

Lever’s Histopathology of the Skin, ed. David E. Elder, 9. vyd., Lippincott Williams& Wilkins 2005,

Mezinarodni klasifikace nemoci pro onkologii, 3. vyd., Svétova zdravotnicka organizace 2000.

Pathology and Genetics of Tumours of Haematopoietic and Lymphoid Tissues, ed. Elaine S. Jaffe] NancyLee Hams
Harald Stein, James W. Vardiman, IARCPress 2001.
Pathology and Genetics of Tumours of the Breast and Female Genital Organs, ed. Fattaneh A. Tavassoh Peter

Devilee, IARCPress 2003.
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Pathology and Genetics of Tumours of the Digestive System, ed. Stanley R. Hamilton, Lauri A. Aaltonen, IARCPress
2000.
Pathology and Genetics of Tumours of Soft Tissue and Bone, ed. Christopher D. M. Fletcher, K. Krishnan Unni,
Fredrik Mertens, ITARCPress 2002.
Pathology and Genetics of Tumours of the Urinary System and Male Genital Organs, ed. John N. Eble, Guido Sauter,
Jonathan 1. Epstein, Isabell A. Sesterhenn, IARCPress 2004,
Pathology and Genetics of Tumours of the Nervous System, ed. Paul Kleihnes, Webster K. Cavenee, IARCPress 2000.
Blaustein’s Pathology of the Female Genital Tract, ed. Robert J. Kurman, Springer-Verlag New York 2002.
Rosen P. P.: Rosen’s Breast Pathology, Lippincott Williams& Wilkins 2001.
Bancrroft, J. D.- Gamble, M.: Theory and practice of histological techniques. Churchill Livingstone, London Edinburg
New York Philadelphia St Louis Sydney Toronto, 2013, ISBN 9780702042263, pp.637.
Vacek Z.: Histologie a histologicka technika, 1. vyd., Institut pro dalsi vzdélavani pracovnikli ve zdravotnictvi 1996.
Kok, L., Boon, M., E.: Microwave cookbook for microscopist. Art and science of visualisation. Coulomb press
Leyden, 1992, 432 s, ISBN 90-71421-20-1.
Albrecht, P.: Vizualizacia antigénov metodou fluorescentnych protilatok. SZN, Praha, 1963, s:157.
Wick, G., Baudner, S., Herzog, F.: Immunofluoreszcenz. Die. Medizinische Verlagsgesellschaft Marburg/Lahn, 1976,
s:120, ISBN3-921320-10-0
Fogazzi, G., B.: Immunofluorescence microscopy in renal biopsy. DAKO, Milan, 1999, s: 46.
Ueki, H., Yaoita, H.: A colour atlas of dermato-immunohistocytology. Wolfe medical publication Ltd., 1989.
Yong, J., L., C., Warrent, B., A.: Photography of immunofluorescence results in renal biopsies. Pathology, 29, 1997, s:
437 — 440.
Kratochvil, F.: VyuZiti a klinicky vyznam imunofluorescen¢nych metod v dermatologii. Lékafska fakulta universzity
J.E.purkyné v Brné¢, 101, 1088, 5:296,
Gomol¢ék, P.: Zaklady imunohistochémie v patoldgii, IDVPZ, Brno, 1997, s: 92, ISBN 80-7013-239-6.
Muro-Cacho, C., A., Emancipator, S., N., Lamm, M.: Immunohistology and immunopathology. Immunology and
allergology clinics of North America, 14, (2), 1994, s: 401 — 423.
Seifert, G.: Morphological tumor markers. General aspects and diagnostic relevance. Springer-Verlag, Berlin,
Heidelberg, New York, Londo, Paris, Tokyo, 1987, 398s., ISBN 0-387-16733-1.
Wick, M. R,, Siegal, G. P.: Monoclonal antibodies in diagnostic immunohistochemictry. Marcel Dekker, INC., New
York, Basel, 1988, 654s. ISBN 0-8247-7838-3.
Leong, A., S-Y.: Applied immunohistochemistry for the surgical pathologist. Edward Arnold, London, Boston,
Melbourne, Auckland, 1993, 427s, ISBN 0-340-55148-8.
Jasani, B., Schmid, K., W.: Immunocytochemistry in diagnostic histopathology. Chrchill Livingstone, Edinburg,
London, Madrid, Melbourne, New York, Tokyo, 1993, 198s, ISBN 0-443-04018-4.
Leong, A, S-Y, Cooper, K., Leong, F, J.: Manual of diagnostic antibodies for immunohistology. Oxford university
press, 1999, 385s., ISBN 1-900151-316
Werner, M., Chott, A., Fabiano, A., Battifora, H,: Effect of formalin tissue fixation and processing on
immunohistochemistry. Am J Surg Pathol, 24(7), 2000, s: 1016 — 1019.
Batifora, H,: Immunohistochemistry: technical aspects. In: Immunohistochemistry, XXII International congress of the
IAP, Nice, Long course, 1, 1998, s: 3 —49.
Bancrroft, J. D.- Gamble, M.: Theory and practice of histological techniques. Churchill Livingstone, London Edinburg
New York Philadelphia St Louis Sydney Toronto, 2013, ISBN 9780702042263, pp.637.
Boenisch, T.: Staining methods. In: Handbook Immunohistochemical staining methods. 3.rd.edition, DAKO
corporatio, Carpintéria, California, 2001, s: 26 — 31.
Brown, C.: Antigen retrieval methods for immunohistochemistry. Toxicologic Pathology, 26(6), s: 830 — 831.
Helander, K., G.: Kinetic studies of formaldehyde binding in tissue. Biotech Histochem, 69, 1994, s: 177 — 179.
Mecnicol, A., M., Richnond, J., A.: Optimizing immunohistochemistry: antigen retrieval and signal amplifikation.
Histopathology, 32, 1998, s: 97 — 103.
Starz, H.: Immunohistochemistry on paraffin sections. Technical principles diagnostic applications in ruitine
pathology. GIT VERLAG GMBH, Darmstadt, 88s, ISBN 3-921956-96-X.
Samarawardana Panduka, Dehn, L.D., Singh, M., et all. P16 is superior to High-Rissk human papillomavirus testing in
cervical cytology for the predictionof underlying high-grade dysplasia. Cancer cytology, 2010, 118, pp:146-156.
A.G.E. Pearse: Histochemistry Theoretical and Applied, Little , Brown and Company- Boston, 1961,
Z. Lojda, F. Papousek: Zaklady histochemického prukazu enzymu, Ucebni texty, katedra zdravotnach laboranta, Brno
1970
Z. Lojda: Uvod do histochemie enzymu, Skripta, 1971
Z. Lojda: Histochemicky prukaz enzymau, I11. ¢ast, Katedra zdravotnich laboranti, Brmo 1970
F.T.Zugibe: Diagnostic histochemstry, The C.V. Mosby Company, 1970 / Chapters 1, 4,5,8,9 // ¢
J.D.Bencroft: Histochemical Technizues, Butterworths, London and Boston, 1975 / Cahpers 1,2/4,56, 14-18/
R.D.Little: Hstopathologic technic and Practical Histochemistry , The Blakiston Division, 1954
R.W.Horobin: Histochemistry, Gustav Fischer, Butterworths, 1982 :
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45. H. Lyon: Theory ans Strategy in Histochemistry, Springer-verlag, 1991

46. W.J.K.Cumming, J.Fulthorpe, P.Hudgson, M.Mahon: Color Atlas of Muscle pathology, Mosby-Wolfe, 1994

47. Z. Lojda: Azokopula¢ni reakce v histochemickém prukazu enzymu, Statni zdravotni nakladatelstvi, Praha, 1958

48. M. Cunderlikova, V. Baldzova. Vybrané kapitoly z histologickej techniky, Osveta, 1989

49. Bancrroft, J. D.- Gamble, M.: Theory and practice of histological techniques. Churchill Livingstone, London

Edinburg New York Philadelphia St Louis Sydney Toronto, 2013, ISBN 9780702042263, pp.637.

50. Zollinger, H.U., Mihatsch, M.J.: Renal pathology in biopsy. Springer - Verlag.Berlin, Heidelberg, New York
1978, 684 - .

51 Anderson, P.J.: Purification and quantitation of glutaraldehyde and its effect on several enzyme activities in
sceletal muscle. J. Histochem. Cyto-chem. 15, 1967, 652, 663.

52 Mréaz, P., Polonyi, J.: Metddy elektronovej mikroskopie zivo¢isnych tkaniv.SAV Bratislava, 1988.

53, Millonig, G.: Further observations on a phosphate buffer for osmium solutions in fixations. Proc. of the V-th
Internat. Congress of EM, vol. 2, Acad.Press, New York and London, 1962, p - 8. -

54. Latta, H., Hartmann, J.F.: 1950, Proc. Soc. Exp. Biol. Med., sv. 74, str. 436.

55, Peachey, L.D.: Thin sections. I. A study of sections thickness and physical distortion produced during
microtomy. J. Biophys. biochem. Cytol. 4, 1958, 233 - 242 -

56. Hayat, M.A.: Basic Electron Microskopy Techniques, 1972, 80.

57, Kulhanek, J.: Ciernobiela fotografia. Praca, 1960, Bratislava.

58. Ghadially, F.N.: Ultrastructural Pathology of the Cell and Matrix, 1982

59. Valaitis, J.: Renal Glomerular Diseases, 2002.

60. Jonas Valaitis: Renal glomerular diseases. Atlas of Electron Microscopy with Histopathological Bases and
Immunofluorescense Findings. ASCP PRESS, 2002.
61. G.Richard Dickersin: Diagnostic Electron Microscopy. Springer, 2000.

62. Feroze N Ghadially: Ultrastructural Pathology of the Cell and Matrix. Beccles and London, 1982
63. Kurman,R.J., Salomon,D: The Bethesda System for Reporting Cervical/Vaginal

64. Szalay,L: Cytology of the uterine cervix
65. Jenny,J./A.B.P.Ng.: Gynakozytologie
66. Koss,L,G. Domlel,C: Introduction to Gynecologic Cytopathology with Histologic and Clinical Correlations

67. J.Kobilkova, J.Siracky a kol.: Cytodiagnostika v gynekologii
68. J.Kobilkovéa, Z.Lojda, J.Ondrus,A.Bekova: Gynekologicka cytodiagnostika

69. Sudha R. Kini,M.D.: Color atlas of differential diagnosis in exfoliative and aspiration cytopathology
70. Rosai J.,: Rosai and Ackermans Surgical Patology

71. Cibas, E. S.: Cytology — diagnostic principles and clinical correlates.

72. Shidham, v.B, Atkinson, B. F.: Cytopthologic diagnosis of serous fluids.

73. Sidawy, M. K.,: Fine nedele aspiration cytology.

74. Kini, S. R.: Thyroid cytopathology an atlas and text.

75, Shoenfeld Y., Meroni L., Gershwin M.E.: Autoantibodies, 2014, ELSEVIER, Ed. 3.th., ISBN: 978-0-444-56378-
1, pp.85S.

76. Albrecht, P.: Vizualizacia antigénov metodou fluorescentnych protilatok. SZN, Praha, 1963, s:157.

77. Wick, G., Baudner, S., Herzog, F.: Immunofluoreszcenz. Die. Medizinische Verlagsgesellschaft Marburg/Lahn,
1976, s:120, ISBN3-921320-10-0

78. Fogazzi, G., B.: Immunofluorescence microscopy in renal biopsy. DAKO, Milan, 1999, s: 46.

79. Ueki, H., Yaoita, H.: A colour atlas of dermato-immunohistocytology. Wolfe medical publication Ltd., 1989.

80. Yong, J., L., C., Warrent, B., A.: Photography of immunofluorescence results in renal biopsies. Pathology, 29,
1997, s: 437 —440.

81. Nozicka, Z.: Patologicko-anatomicky prispévek k protilatkové diagnostice imunopatologickych
onemocneni.Suplementum sborniku védeckych praci, LF UK v Hradci Kralové, 33, 1, 1991, s: 169, ISBN 80-04-
92054-3.

82. McCance, D. J.; Walker, P.G.; Coleman, D. V_; Singer, A. Presence of human papillomavirus DNA sequences in
cervical intraepithelial neoplasia. Br Med J 287:784-788; 1983

83. Gissmann, L.; Wolnik, L.; Ikenberg, H.; Koldovsky, U.; Schnurch, H. G.; zur Hausen, H. Human papillomavirus
types 6 and 11 DNA sequences in genital and laryndeal papillomas and some cervical cancers. PNAS USA 80:

84. Fuchs, P. G.; Girardy, F.; Pfister, H. Human papillomavirus DNA in normal, metaplastic, preneoplastic and
neoplastic epithelia of the cervix uteri. Int J Cancer 41:41-45; 1988

85. Lorincz, A. T.; Lancaster, W. D.; Temple, G. F. Cloning and characterization of the DNA of a new

86. Agata Baczynska [Development of real-time PCR for detection of Mycoplasma hominis.] BMC Mlcrob1ology (2004).
4(35): 1471-2180

87. Fanrong Kong. [Postgenomic taxonomy of human ureaplasmas — a case study based on multiple’ gene sequences ]
International Journal of Systematic and Evolutionary Microbiology. (2004). 54: 18151821
88. Guillermo Madico. [Diagnosis of Trichomonas vaginalis Infection by PCR Using Vaginal Swab‘Samples.] JCM.

(1998). 36(11): 3205-3210
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Helle Friis Svenstrup. [Development of a Quantitative Real-Time PCR Assay for Detection of Mycoplasma
genitalium.] JCM. (2005). 43(7): 3121-3128

Hwang IT. [cyclic-CMTA: An Innovative Concept in Multiplex Quantification.] Seegene Bulletin (2012) 1: 11-15
Jackson CR, Fedorka-Cray PJ, and Barrett JB. [Use of a genus- and species-specific multiplex PCR for identification
of enterococci.] JICM. (2004) 42(8): 3558-3565

Karina A. and ORLE. [Simultaneous PCR Detection of Haemophilus ducreyi, Treponema pallidum, and Herpes
Simplex Virus Types 1 and 2 from Genital Ulcers.] JICM. (1996). 34(1): 49-54

Kathleen A. and Stellrecht. [Comparison of Multiplex PCR Assay with Culture for Detection of Genital
Mycoplasmas.] JCM. (2004). 42(4): 1528-1533

Kim SJ, Lee DS, Lee SJ. [The prevalence and clinical significance of urethritis and cervicitis in asymptomaticpeople
by use of multiplex polymerase chain reaction.] Korean J Urol. (2011) 52(10):703-708

Lee DH. [TOCE: Innovative Technology for High Multiplex Real-time PCR.] Seegene Bulletin (2012) 1: 5-10

Lee SJ, Park DC, Lee DS, Choe HS, Cho YH. [Evaluation of Seeplex(®) STD6 ACE Detection kit for the diagnosis
of six bacterial sexually transmitted infection.] J Infect Chemother. (2012) 18(4):494-500
Madico G, Quinn TC, Rompalo A, McKee KT Jr, and Gaydos CA. [Diagnosis of Trichomonas vaginalis Infection by
PCR Using Vaginal Swab Samples.] JCM. (1998) 36(11): 3205-3210

Mahony JB, Luinstra KE, Tyndall M, Sellors JW, Krepel J, and Chernesky M. [Multiplex PCR for Detection of
Chlamydia trachomatis and Neisseria gonorrhoeae in Genitourinary Specimens.] JCM. (1995) 33(11): 3049-3053
Mata A. I, Gibello A, Casamayor A, Blanco M. M, Dominguez L, and Fernandez-Garayzabal J. F. [Multiplex
PCRAssay for Detection of Bacterial Pathogens Associated with Warm-Water Streptococcosis in Fish.] APPLIED
AND ENVIRONMENTAL MICROBIOLOGY. (2004). 70(5): 3183-3187

Samra Z, Rosenberg S, Madar-Shapiro L. [Direct simultaneous detection of 6 sexually transmitted pathogens from
clinical specimens by multiplex polymerase chain reaction and auto-capillary electrophoresis.] Diagn Microbiol Infect
Dis.(2011) 70(1):17-21

Mikolajczyk M, Wirstlein P.K, Wrobel M, Mazela J, Chojnacka K, Skrzypczak J[Prediction of short-term newborn
infectious morbidity based on maternal characteristics in

patients with PPROM and Ureaplasma speciesinfection] GINEKOLOGIA POLSKA (2015) 86: 685-688

Ashshi M.A, Batwa S.A, Kutbi S.Y, Malibary F.A, Batwa M, Refaat B. [Prevalence of 7 sexually transmitted
organisms by multiplex real-time PCR in Fallopian tube specimens collected fromSaudi women with and without
ectopic pregnancy] BMC INFECTIOUS DISEASES (2015) 15:569-580
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