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AIMS AND SCOPE

The Journal of Clinical Research in Pediatric Endocrinology (JCRPE) publishes
original research articles, reviews, short communications, letters, case reports
and other special features related to the field of pediatric endocrinology.
JCRPE is published in English by the Turkish Society for Pediatric Endocrinology
and Diabetes quarterly (March, June, September, December). The target
audience is physicians, researchers and other healthcare professionals in all
areas of pediatric endocrinology.

JCRPE is indexed in PubMed/MEDLINE, Index Medicus/PubMed, PubMed
Central (PMC), British Library, EBSCO, SCOPUS, EMBASE, Engineering Village,
Reaxys, Index Copernicus, CINAHL, ProQuest, GALE, Turk Medline, Tiibitak
Ulakbim TR Index, Turkiye Citation Index, Science Citation Index-SCI-E, Hinari,
GOALI, ARDI, OARE, AGORA, J-GATE, IdealOnline and DOAJ.

JCRPE has an impact factor 2.016 in 2021.
**The 5-year impact factor 2.323 in 2021.

The journal is printed on an acid-free paper.

Permissions

Requests for permission to reproduce published material should be sent to
the publisher.

Galenos Publishing House

Address: Molla Gurani mah. Kagamak Sok. 21/1 Fatih, Istanbul, Turkey
Telephone: +90 212 621 99 25

Fax: +90 212 621 99 27

Web page: http://www.galenos.com.tr/en

E-mail: info@galenos.com.tr

Copyright Notice

The author(s) hereby affirms that the manuscript submitted is original, that all
statement asserted as facts are based on author(s) careful investigation and
research for accuracy, that the manuscript does not, in whole or part, infringe
any copyright, that it has not been published in total or in part and is not being
submitted or considered for publication in total or in part elsewhere.
Completed Copyright Assignment&Affirmation of Originality Form will be
faxed to the JCRPE Editorial Office (Fax: +90 212 621 99 27).

By signing this form,

1. Each author acknowledge that he/she participated in the work in a
substantive way and is prepared to take public responsibility for the work.

2. Each author further affirms that he or she has read and understands the
“Ethical Guidelines for Publication of Research”.

3. The author(s), in consideration of the acceptance of the manuscript for
publication, does hereby assign and transfer to the Journal of Clinical Research
in Pediatric Endocrinology all of the rights and interest in and the copyright
of the work in its current form and in any form subsequently revised for
publication and/or electronic dissemination.

Open Access Policy

This journal provides immediate open access to its content on the principle
that making research freely available to the public supports a greater global
exchange of knowledge.

This work is licensed under a Creative Commons Attribution-NonCommercial-
NoDerivatives 4.0 International License.

GENERAL INFORMATION

Manuscripts must be written in English and must meet the requirements of
the journal. Papers that do not meet these requirements will be returned to
the author for necessary revision before the review. Manuscripts submitted
to JCRPE are evaluated by peer reviewers. Authors of manuscripts requiring
modifications have two months to resubmit a revised paper. Manuscripts
returned after this deadline will be treated as new submissions. The journal
is in compliance with the uniform requirements for manuscripts submitted
to biomedical journals published by the International Committee of Medical

INSTRUCTIONS TO AUTHORS

Journal Editors (NEJM 1997; 336:309-315, updated 2001). Upon submission
of the manuscript, authors are to indicate the type of trial/research and
provide the checklist of the following guidelines when appropriate: Consort
statement for randomized controlled trials (Moher D, Schultz KF, Altman D,
for the CONSORT Group. The CONSORT statement revised recommendations
for improving the quality of reports of parallel group randomized trials. JAMA
2001 ; 285 : 1987 - 91), the QUOROM statement for meta-analysis and systemic
reviews of randomized controlled trials (Moher D, Cook DJ, Eastwood S, Olkin
I, Rennie D, Stroup DF. Improving the quality of reports of meta-analyses of
randomized controlled trials: the QUOROM statement. Quality of Reporting
of Meta-Analyses. Lancet 1999; 354 : 1896 — 900) and the MOOSE guidelines
for meta-analysis and systemic reviews of observational studies (Stroup
DF, Berlin JA, Morton SC, et al. Meta-analysis of observational studies in
epidemiology: a proposal for reporting Meta-analysis of observational studies
in Epidemiology (MOOSE) group. JAMA 2000; 283: 2008 — 12). Keywords are
included according to MeSH (Medical Subject Headings) National Library of
Medicine.

Once the manuscript is accepted to be published in The Journal of Clinical
Research in Pediatric Endocrinology, it receives a Digital Object Identifier (DOI)
number. Uncorrected full text files can be reached online via PubMed and Ahead
of Print section of the journal’s website (http:/www.jcrpe.org/ahead-of-print).
All contents will be printed in black and white.

NEW

Article Publication Charges for accepted case reports is $100. Please contact the
editorial office for detailed information by the following link:

info@jcrpe.org

In case of exceeding 4000 word limit, the author is charged with $50 for each
page.

All other forms of articles are free of publication charge.

MANUSCRIPT CATEGORIES

All manuscripts must adhere to the limitations, as described below, for text
only; the word count does not include the abstract, references, or figure/
table legends. The word count must be noted on the title page, along with
the number of figures and tables. Original Articles should be no longer than
4000 words and include no more than six figures and tables and 50 references.

Short Communications are short descriptions of focused studies with important,
but very straightforward results. These manuscripts should be no longer than
2000 words, and include no more than two figures and tables and 20 references.

Brief Reports are discrete, highly significant findings reported in a shorter
format. The abstract of the article should not exceed 150 words and the text/
article length should not exceed 1200 words. References should be limited to
12, a maximum of 2 figures or tables.

Clinical Reviews addressimportant topics in the field of pediatric endocrinology.
Authors considering the submission of uninvited reviews should contact the
editors in advance to determine if the topic that they propose is of current
potential interest to the Journal. Reviews will be considered for publication only
if they are written by authors who have at least three published manuscripts in
the international peer reviewed journals and these studies should be cited in
the review. Otherwise only invited reviews will be considered for peer review
from qualified experts in the area. These manuscripts should be no longer
than 5000 words and include no more than four figures and tables and 120
references.

Case Reports are descriptions of a case or small number of cases revealing
novel and important insights into a condition’s pathogenesis, presentation,
and/or management. These manuscripts should be 2500 words or less, with
four or fewer figures and tables and 30 or fewer references.

Consensus Statements may be submitted by professional societies. All
such submission will be subjected to peer review, must be modifiable in
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response to criticisms, and will be published only if they meet the Journal’s
usual editorial standards. These manuscripts should typically be no longer
than 4000 words and include no more than six figures and tables and 120
references.

Letters to the Editor may be submitted in response to work that has been
published in the Journal. Letters should be short commentaries related to
specific points of agreement or disagreement with the published work.
Letters should be no longer than 500 words with no more than five complete
references, and may not include any figures or tables.

Note on Prior Publication

The journal publishes original research and review material. Material previously
published in whole or in part shall not be considered for publication. At the
time of submission, authors must report that the manuscript has not been
published elsewhere. Abstracts or posters displayed at scientific meetings need
not be reported.

MANUSCRIPT SUBMISSION PROCEDURES

JCRPE only accepts electronic manuscript submission at the web site www.
jcrpe.org

After logging on to the website www.jcrpe.org click ‘online manuscript
submission’ icon. All corresponding authors should be provided a password
and a username after providing the information needed. If you already
have an account from a previous submission, enter your username and
password to submit a new or revised manuscript. If you have forgotten
your username and/or password, e-mail the editorial office for assistance.
After logging on the article submission system with your own password
and username please read carefully the directions of the system to provide
all needed information. Attach the manuscript, tables and figures and
additional documents.

All Submissions Must Include:

1. A cover letter requesting that the manuscript be evaluated for publication
in JCRPE and any information relevant to your manuscript. Cover letter should
contain address, telephone, fax and e-mail address of the corresponding
author.

2. Completed Copyright and Disclosure of Potential Conflicts of Interest Form.
The corresponding author must acquire all of the authors’ completed forms
and mail to info@galenos.com.tr / yayin@galenos.com.tr or submit to the
Manuscript Manager.

3. Completed Disclosure of Potential Conflict of Interest Form. The
corresponding author must acquire all of the authors’ completed disclosure
forms and fax them to the editorial office at +90 212 621 99 27.

Authors must complete the online submission forms. If unable to successfully
upload the files please contact the editorial office by e-mail.

MANUSCRIPT PREPARATION

General Format

The Journal requires that all submissions be submitted according to these

guidelines:

o Text should be double spaced with 2.5 cm margins on both sides using
12-point type in Times Roman font.

o All tables and figures must be placed after the text and must be labeled.

e Each section (abstract, text, references, tables, figures) should start on a
separate page.

e Manuscripts should be prepared as word document (*.doc) or rich text

format (*.rtf).

INSTRUCTIONS TO AUTHORS

Title Page

The title page should include the following:

e Full title

e Short title of not more than 40 characters for page headings

* Authors’ names, and institutions, and e-mail addresses

e Corresponding author’s e-mail and post address, telephone and fax numbers

e At least five and maximum eight keywords. Do not use abbreviations in the
keywords

¢ Word count (excluding abstract, figure legends and references)

¢ Name and address of person to whom reprint requests should be addressed
¢ Any grants or fellowships supporting the writing of the paper

¢ The acknowledgements, if there are any

o If the content of the manuscript has been presented before, the time and
place of the presentation

® The ORCID (Open Researcher and Contributor ID) number of the all authors
should be provided while sending the manuscript. A free registration can be
done at http://orcid.org.

Structured Abstracts (According to the The Journal of the American Medical
Association)

Original Articles should be submitted with structured abstracts of no more
than 250 words. All information reported in the abstract must appear in the
manuscript. The abstract should not include references. Please use complete
sentences for all sections of the abstract. Structured abstract should include
background, objective, methods, results and conclusion.

What is already known on this topic?

What this study adds?

These two items must be completed before submission. Each item should
include at most 2-3 sentences and at most 50 words focusing on what is known
and what this study adds.

Review papers do not need to include these boxes.

Introduction
The article should begin with a brief introduction stating why the study was
undertaken within the context of previous reports.

Experimental Subjects

All clinical investigations described in submitted manuscripts must have been
conducted in accordance with the guidelines in the Declaration of Helsinki
and has been formally approved by the appropriate institutional review
committees. All manuscripts must indicate that such approval was obtained and
that informed consent was obtained from subjects in all experiments involving
humans. The study populations should be described in detail. Subjects must be
identified only by number or letter, not by initials or names. Photographs of
patients’ faces should be included only if scientifically relevant. Authors must
obtain written consent from the patient for use of such photographs.

Clinical Trials Registration

For clinical trial reports to be considered for publication in the Journal,
prospective registration, as endorsed by the International Conference of
Medical Journal Editors, is required. We recommend use of http://iwww.
clinicaltrials.gov.

Experimental Animals
A statement confirming that all animal experimentation described in the
submitted manuscript was conducted in accord with accepted standards of
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humane animal care, according to the Declaration of Helsinki and Genova
Convention, should be included in the manuscript.

Materials and Methods

These should be described and referenced in sufficient detail for other
investigators to repeat the work. Ethical consent should be included as stated
above.

The name of the ethical committee, approval number should be stated. At
the same time, the Ethics Committee Approval Form should be uploaded with
the article.

Results

The Results section should briefly present the experimental data in text, tables,
and/or figures. Do not compare your observations with that of others in the
results section.

The raw results of weight, length/height, body mass index, and blood pressure
measurements can not be compared among groups since they normally
change with age and according to gender. Instead, standard deviation scores
of those values should be reported and compared.

Discussion

The Discussion should focus on the interpretation and significance of the
findings with concise objective comments that describe their relation to other
work in that area and contain study limitations.

Study Limitations

Limitations of the study should be detailed. In addition, an evaluation of the
implications of the obtained findings/results for future research should be
outlined.

Conclusion
The conclusion of the study should be highlighted.

Acknowledgments (Not Required for Submission)
An acknowledgment is given for contributors who may not be listed as
authors, or for grant support of the research.

Authorship Contribution
The kind of contribution of each author should be stated.

References

References to the literature should be cited in numerical order (in parentheses)
in the text and listed in the same numerical order at the end of the manuscript
on a separate page or pages. The author is responsible for the accuracy of
references.

Number of References: Case Report max 30/ Original Articles max 50
Examples of the reference style are given below. Further examples will be
found in the articles describing the Uniform Requirements for Manuscripts
Submitted to Biomedical Journals (Ann Intern Med.1988; 208:258-265, Br Med
J. 1988; 296:401-405). The titles of journals should be abbreviated according to
the style used in the Index Medicus.

Journal Articles and Abstracts: List all authors. The citation of unpublished
observations, of personal communications is not permitted in the bibliography.
The citation of manuscripts in press (i.e., accepted for publication) is permitted
in the bibliography; the name of the journal in which they appear must be
supplied. Citing an abstract is not recommended.

Books: List all authors or editors.

INSTRUCTIONS TO AUTHORS

Sample References

Papers Published in Periodical Journals: Gungor N, Saad R, Janosky J, Arslanian
S. Validation of surrogate estimates of insulin sensitivity and insulin secretion
in children and adolescents. J Pediatr 2004;144:47-55.

Papers Only Published with DOI Numbers: Knops NB, Sneeuw KC, Brand R, Hile
ET, de Ouden AL, Wit JM, Verloove-Vanhorick SP. Catch-up growth up to ten
years of age in children born very preterm or with very low birth weight. BMC
Pediatrics 2005 doi: 10.1186/1471-2431-5-26.

Book Chapters: Darendeliler F. Growth Hormone Treatment in Rare
Disorders: The KIGS Experience. In: Ranke MB, Price DA, Reiter EO (eds).
Growth Hormone Therapy in Pediatrics: 20 Years of KIGS. Basel, Karger,
2007;213-239.

Books: Practical Endocrinology and Diabetes in Children. Raine JE, Donaldson
MDC, Gregory JW, Savage MO. London, Blackwell Science, 2001;37-60.

Tables

Tables must be constructed as simply as possible. Each table must have a
concise heading and should be submitted on a separate page. Tables must
not simply duplicate the text or figures. Number all tables in the order
of their citation in the text. Include a title for each table (a brief phrase,
preferably no longer than 10 to 15 words). Include all tables in a single file
following the manuscript.

Figures Legends

Figure legends and titles should be submitted on a separate page. Figure
legends and titles should be clear and informative. Tables and figures
should work under “windows”. Number all figures (graphs, charts,
photographs, and illustrations) in the order of their citation in the text.
Include a title for each figure (a brief phrase, preferably no longer than
10 to 15 words).

Figures & Images

At submission, the following file formats are acceptable: Al, EMF, EPS, JPG, PDF,
PPT, PSD, TIF. Figures may be embedded at the end of the manuscript text file
or loaded as separate files for submission purposes.

All images MUST be at or above intended display size, with the following
image resolutions: Line Art 800 dpi, Combination (Line Art + Halftone) 600 dpi,
Halftone 300 dpi. See the Image quality specifications chart for details. Image
files also must be cropped as close to the actual image as possible.

Units of Measure

Results/Tables should be expressed in metric units. If needed please apply this
usage in your manuscript.

If p values are significant in the tables you have prepared, the relevant p values
should be indicated in bold font.

Validation of Data and Statistical Analysis

Assay validation: Bioassay and radioimmunoassay potency estimates should be
accompanied by an appropriate measure of the precision of these estimates.
For bioassays, these usually will be the standard deviation, standard error
of the mean, confidence limits. For both bioassays and radioimmunoassays,
it is necessary to include data relating to within-assay and between-assay
variability. If all relevant comparisons are made within the same assay, the
latter may be omitted. Statistical analysis should be done accurately and with
precision. Please consult a statistician if necessary.
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Proofs and Reprints

Proofs and a reprint order are sent to the corresponding author. The author
should designate by footnote on the title page of the manuscript the name
and address of the person to whom reprint requests should be directed. The
manuscript when published will become the property of the journal.

Page and Other Charges

Archiving

The editorial office will retain all manuscripts and related documentation
(correspondence, reviews, etc.) for 12 months following the date of publication
or rejection.

Submission Preparation Checklist

As part of the submission process, authors are required to check off their

submission’s compliance with all of the following items, and submissions may

be returned to authors that do not adhere to these guidelines.

1. The submission has not been previously published, nor is it before another
journal for consideration (or an explanation has been provided in Comments
to the Editor).

2. The submission file is in Microsoft Word, RTF, or WordPerfect document file
format. The text is double-spaced; uses a 12-point font; employs italics,
rather than underlining (except with URL addresses); and all illustrations,
figures, and tables are placed within the text at the appropriate points,
rather than at the end. Please do not send the manuscript in docx.

3. Where available, URLs for the references have been provided.

4. A completed Copyright ve Disclosure of Potential Conflicts of Interest
Form must be uploaded with other files during the submission. The
corresponding author must acquire all of the authors’ completed forms
and mail to info@galenos.com.tr / yayin@galenos.com.tr or submit to the
Manuscript Manager.

wv

. The text adheres to the stylistic and bibliographic requirements outlined in
the Author Guidelines, which is found in About the Journal.

6. Completed Disclosure of Potential Conflict of Interest Form. The
corresponding author must aquire all of the authors” completed disclosure
forms and fax them, together, to the editorial office along with the Author
Disclosure Summary.

Privacy Statement

The names and email addresses entered in this journal site will be used
exclusively for the stated purposes of this journal and will not be made
available for any other purpose or to any other party.

INSTRUCTIONS TO AUTHORS

Peer Review Process

1. The manuscript is assigned to an editor, who reviews the manuscript and
makes an initial decision based on manuscript quality and editorial
priorities.

2. For those manuscripts sent for external peer review, the editor assigns
reviewers to the manuscript.

3. The reviewers review the manuscript.

4. The editor makes a final decision based on editorial priorities, manuscript
quality, and reviewer recommendations.

5. The decision letter is sent to the author.

The Reviewer is Asked to Focus on the Following Issues:
1. General recommendation about the manuscript

How original is the manuscript?

Is it well presented?

How is the length of the manuscript?

2. Publication timing, quality, and priority
How important is the manuscript in this field?
Does it present original data?

Does it carry priority in publishing?

3. Specific questions regarding the quality of the manuscript
Does the title describe the study accurately?

Is the abstract informative and clear?

Do the authors state the study question in the introduction?
Are the methods clear?

Are ethical guidelines met?

Are statistical analyses appropriate?

Are the results presented clearly?

Does the discussion cover all of the findings?

Are the references appropriate for the manuscript?

4. Remarks to the editor

Accepted in its present form

Accepted after modest revisions

Reconsidered for acceptance after major changes
Rejected

5. Remarks to the author

What would be your recommendations to the author?

Conflict of interest statement for the reviewer (Please state if a conflict of
interest is present)

For further instructions about how to review, see Reviewing Manuscripts for
Archives of Pediatrics & Adolescent Medicine by Peter Cummings, MD, MPH;
Frederick P. Rivara, MD, MPH in Arch Pediatr Adolesc Med. 2002;156:11-13.
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iliskili bityome bozukluklan, kronik babrek yetmezigi le skl bisyime bozukluklan, -2 standart sapma (SD) altindaki dogum agirg ve /veya dogum boyu olan 4 yasinda veya daha sonraki yaslarda bisyimede geri kaldigr gsterilen (son yil siresince uzama hizi (HV) SDS < 0, gestasyonel yasa gére (SGA] kisiik
dogmus kisa boylu cocuklardaki (meveut uzunluk standart sapma orami (SDS) < 2.5 ve parental ayarlanmis SDS < -1) bizyéme bozukluklar, Prader-Willi sendromunda (PWS), bizygme ve viicut kompozisyonunun dizelfilmesi icin. Yeiskinler: Belirgin bir bizygme hormonu yetmezligi olan yeiskinlerde replasman tedavisi
salgllama yetersizligine baglh bisyéme bozuklugu: Genel olarak ginlik 0.025-0.035 mg/kg (gunlik 0.7-1.0 mg/m2) tavsiye edilmektedir. Daha yiksek dozlar da kullamimistr. Prader-Willi Sendromu olan cocuklarda byime ve vicut kompozisyonunun dizeltimesi
k 1.0 mg/m2) tavsiye ediimektedir. Ginlik doz 2.7 mg' asmamalidir. Turer sendromuna baglh bizyiime bozuklugu: Gunlik 0.045 — 0.050 mg,/kg (giinlik 1.4 mg/m2) tavsiye ediimekiedir. Kronik babrek yetmezlgine bagh bi Ginlik 0.045 - 0.050
mg/kg (1.4 mg/m2) doz tavsiye edilmektedir. Gestasyonel yasa gére kiicik dogmus (SGA) cocuklarda / adolesanlarda biyéme bozuklugu: Genellikle en son uzunluga ulasiincaya kadar ginlok 0.035 mg/kg (ginlik 1 mg/m2) tavsiye ediimekiedir. Yeti Ginlik 0.15 - 0.3
mg gibi distk bir dozla tedaviye baslanmalidir. Doz, IGF-1 konsanirasyonuna gére belirlenen bireysel hasta gereksinimlerine gére asamali olarak artirimalidir. Uygulama sikigi ve siresi: OMNITROPE® giinde bir defa, aksamlari uygulanir. Bizyime hormonu eksikigi tedavisi normal olarak, uzun sireli tedavi gerekiiir.
Dozai ve tedavi siiresi hastanin tedaviye verecegi yanita gére bireysellestrimelidir. Uygulama sekli: Subkitan enjeksiyon seklinde uygulani. Yalnizca OMNITROPE® 5 mg (15 1U)/1.5 mL ile kullanim icin 6zel olarak gelisirilmis bir enjeksiyon araci (enjeksiyon kalemi) olan SurePalTM 5; OMNITROPE® 10 mg (30
1U)/1.5 mL e kllammiin 6zl olarak gelisimis b njeksiyon aract feieksiyon kolemi) olon SurePalTM 10; OMNITROPES 15 mg (45 11),/1.5 mL e kllarim icin ozel larok gelrimisbi esksiyon orac: enjsksyon kalomi] clan SuroPalTM 15 o uygulanmalid. Gzel popiasyoniora fskn e bilier: Babrek
yelmezi: Kronik bbrek yelmez(gi durumundo, tedaviye boslamadan ance babrek fonksiyanlari normlin %50snin altinda olmlidir. Biyime bozklug Kicin tedavinin b Jon dnce bir yi sireyle bisyime tokip edilmelidir. Bu dénem siresince babrek yetmezligi icin konservaiif tedavi [asidoz,

hiperparatiroidizm ve beslenme durumu koniroling iseren) ve tedavi siresince sird Karaciger yetmezligi: Karaciger fonksiyon bozeklugu olan hastalarda somatropin Klerensinde azalma gérilebilmektedir, ancak bu durumun Klnik snemi bil Pediyatrik popi dozu
v uygulama fakvini he hasaya gor bresl oloak ayorlanmal . Epifz fizyony olusmussa ednye devam ediimemelid. 8oyime hormony fedavisin yant zamarla azal imi gasterir. Kontrendikasyonlar: Somatropin veya herhangi bir yardime maddeye karsi asin duyarlik. Somatropin; timér aklivitesine
dair herhangi bir bulgu oldugu zaman k Iidhr ve tedaviye bas! értedavisi I Imald pin epifizleri kap biyimenin uyarlmas: icin kullanimamalidir. Acik kalp ameliyat, abdominal cerrahi, multiple kaza travmas, akut solunum yetmezligi veya benzer

durumlar gibi akut krifik hastaligi olanlarda somatropin ile tedavi uygulanmamalidir. Ozel kullanim Gnerileri: Eger somatropin almakta olqn bir kadin oral 8strojen 'eduvlsme baslarsa, serum IGF-1 seviyelerinin yasa gére uygun aralikta muhafaza edilebilmesi icin somatropin dozunun arttinimasi gerekli olabilir. Biyime
hormonu, T4'Gn T3 firoid bezi disindaki déniisimini arhrabilir, bu durum serum T4 seviyesinde azalma ve serum T3 k o it rtslo sonuslanabilr. Malign hostallar fedavisino sekonder olrak.gérilen bi biyime hormonu yefmezIii vorsa malignitenin niks belitlerine dikkot ecimesi avsiye
edilmektedir. Siddetl ve yinelenen bas agrisi, gorme problemleri, mide bulantisi ve/veya kusma durumlaninda papilldemi igin fundoskopinin yapilmasi tavsiye edilmektedir. Eger sdemi varhgi dogrul iyi huylu intrak tanisi disonlmelidir ve eger uygunsa bisyome hormonu fedavisi
kesilmelidir. Omnitrope® 5 mg (15 1U)/1.5 mL igeren form her ml'de 9 mg benzil alkol icerir. Benzil alkol varhgindan dolayi prematiire bebekler ve yeni doganlara uygulunmumohdlr Bebeklerde ve 3 yasina kadar o\un cocuklarda toksik reaksiyonlara ve anaflaktoid reaksiyonlara sebebiyet verebilir. Gebelik ve
Iaktasyon Genel favsye Gebeli ktegors: C Gebelik dénemi: OMNITROPE gebellk déneminde kullanimamalidir. Enziren kadrlarda somafropin iseren irinlerle yapilan Kinikcalisma yokiu. Emirmenin durdurulup durduruimayacogine yo do OMNITROPES tedavisinin durdurlup durduruimayacaginoy tedaviden
kaginihp kagimimayacagina ilskin karar veriliken, emzirenin cocuk acisindan faydast ve OMNITROPE® tedavisinin emziren anne acisindan faydas dikkate alinmalidir. Istenmeyen efkiler: Bizyime hormonu yetmezligi olan hastalar, iler hacim eksikligi ile karak tropin ile tedaviye baslandigi zaman
bu hacim hizla dizelmektedir. Yeiskin hastalarda periferal adem, eksiremitelerde futukluk, artralj, miyalii ve parestezi gibi s retansiyon e igil advers efkiler yaygin olarak meydana gelmektedir ve kendilginden veya doz azaltimasi e birlikie hafifler. Cocuklarda bu gibi advers efkier yaygin degildir. Somatropin,
hastalarin yaklasik %1inde anfikor olusumuna neden olmaktadir. Bu antikor olusumu itk degisikiiklere neden oldugu saptanmamisti ve baglanma kapasitesi disukiir. Somatropinin serum kortizol seviyelerini biyik olasiikla tasiyicr proteinleri etkilemek surefiyle ya da artan hepatik klirens yoluyla azalfigi rapor
edilmistir. Klinik Snemi simrh olabilir ancak kortikosteroid replasman fedavisi, fedaviye baglamadan énce opfimize edilmelidir. Somatropinle tedavi géren bisyime hormonu yetmezIigi olan cocuklarda seyrek ya da cok seyrek olarak Isemi vakalan meydana geldigi rapor edilmisti ve bu durum pazarlama sonrasi
deneyimde yer almistr. Beyin ve kafaya radyasyon uygulamas: gibi hazirlayici fakirler olmaksizin lsemi iski arhisina dair bir kanit bulunmamaktadir. GH ile tedavi edilen cocuklarda femur basi epifiz kaymas: ve Legg-Calvé-Perthes hastaligi raporlanmistir. Femur bast epifiz kaymasi, endokrin bozukluklar halinde daha
sk meydana gelmekedir ve boy kil halinde Legg-Colvé-Perthes daha sikir. Pozara ersim sonrast deneyimde, hr o kadar nedensel bt sk géstriemesa de somaopin e fedoviedilen Prader-Willsendromlu hastolarda seyrek olarak ani &lim raporlanmistr. Somaropin s edavi ediirken bu patolieridoha
sik olup olmadigr bilinmemektedir. Azalan insilin duyarliig: nedeniyle hiperglisemi somatropine ait sinif efkisi oldugu dsandlebilir. Ayrinti bilg igin TITCK onayh KUB bakiniz. Doz asimi ve tedavisi: Akut doz asimi basl i ve daha sonra neden olabilir. Uzun sireli doz asim, yiksek doz
insan bisyime hormonunun bilinen etkileri ile uyumlu beliri ve bulgularla sonuclanabilir. Farmakokinetik dzellikler: Emilim: Saghkhi génillilerde ve biyime hormonu yefersizligi olan cocuklarda subkitan olarak uygulanan somatropinin biyoyararlanimi yaklask %80'dir. Saglikh yefiskenlerde 5 mg/1,5 mL
OMNITROPE® un subkitan enjeksiyonundan sonra Cmaks ve tmaks degerleri sirasiyla 72 + 28 mikrogram,/L ve 4 2 saattir. Saglikh yetiskenlerde 10 mg,/1,5 mL OMNITROPE®'un 5 mg subkitan enjeksi fan sonra Cmaks ve tmaks degerleri sirasiyla 74 + 22 mikrogram,/L ve 3,9 + 1,2 saaftir. Saglikl yetiskenlerde
15 mg/1,5 mL OMNITROPE®un 5 mg subkitan enjeksiyonundan sonra Cmaks ve tmaks degerleri sirasiyla 52 £ 19 mik Lve 3,7 + 1,2 saatir Bisyome hormonu yefersizligi olan infravensz sonra inin ortalama terminal yan 8mris yaklasik 0,4 saatiir. Ancak,
OMNITROPE® 5 mg/1,5 mLve 10 mg/1,5 mL'nin subkitan uygulamasindan sonra 3 sactli, OMNITROPE® 15 mg,/1,5 mLnin subkitan uygulamasindan sonra ise 2,76 saaflk bir yar mre ulaglmishr. Gézlenen farklliga subkitan uygulamay fakiben enjeksiyon bilgesinden yavas emilimin neden olmas: muhtemeldir,
Raf 6mri: OMNITROPE® 5 mg (15 1U)/1.5 mL icin 24 ay, OMNITROPE® 10 mg (30 1U)/1.5 mL icin 18 ay, OMNITROPE® 15 mg (45 1U)/1.5 mL icin 18 aydir. ilk kullanimdan sonra raf 8mrij: ilk kullanimdan sonra kartus enjeksiyon kaleminin lcmde kalmohd\r A;l\d\klun sonra buzdolabinda (2°C - 8°C) suklunmas\
kogulu ile 28 giin icerisinde kullanimalidir. Dondurulmamalidir. Orijinal enjeksiyon kaleminin icerisinde i5ikian korunarak saklanmalidir. Saklamaya yénelik 6zel tedbirler: Acilmamis kartus: Buzdolabinda (2°C - 8°C) soklanmali ve tas inal ambalajinda isiktan korunarak sak
Ambalajin niteligi ve icerigi: Bromobitil ipasi ve aliminyum cek-cikar kapagr olan renksiz, 1.5 mL'lik Tip | kartus ile ambalajlanir. KDV DAHIL PERAKENDE SATIS FIYATI: OMNITROPE® 5 mg (15 1U)/1.5 mL SC emekswyo cozelti iceren kums 911,55TL KDV Dehwl (15.12.2022), OMNITROPE® 10 mg (30
1U)/1.5 mL SC enjeksiyon icin cozeli iceren kartus 1.750,69 TLKDV dahil (20.12.2022),OMNITROPE® 15 mg (45 1U)/1,5 mL SC enjeksiyon iin g5zelti igeren kartus 2.626,03 TLKDV dahil (27.12.2022). RUHSAT SAHIBI: Sandoz ilag San. ve Tic. A.$. Suryap: & Akel is Merkezi Rizgarlibahge Mah. Sehit Sinan
Eroglu Cad. No: 6 Kavacik Beykoz — Istanbul / Tirkiye RUHSAT NUMARASI: OMNITROPE® 5 mg (15 1U)/1.5 mL icin 132/15; OMNITROPE® 10 mg (30 IU)/1.5 mL icin 132/16; OMNITROPE® 15 mg (45 1U)/1.5 mL icin 2017/490 ilk ruhsat tarihi: OMNITROPE® 5 mg ve OMNITROPE® 10 mg icin
12.10.2011; OMNITROPE® 15 mg 30.06.2017

KUB onay fari
basvurunuz.

OMNITROPE® 5 mg (15 1U)/1.5 mLigin 24.11.2022; 10 mg (30 1U}/1.5 mL icin 24.11.2022; OMNITROPE® 15 mg (45 IU)/1.5 mL icin 24.11.2022 Uretim yeri: Sandoz GmbH Werk Schaftenau Avusturya. Regete ile satlr. Doktora danisimadan kullanimamalidir. Daha genis bilgi isin firmamiza

Siipheli advers reaksiyonlanin raporlanmasi: Ruhsatlandirma sonrasi sipheli ilag advers
Farmakovijilans Merkezi (TUFAM) ne bildirmeleri gerekmektedir.

bijyik nem Raporlama yapilmas, flacin yarar,/risk dengesinin sirekl olarak izlenmesine olanak saglar. Saglik meslegi mensuplarini herhang bir sipheli advers reaksiyonu Tirkiye

(: titck.gov.Ir; e- posta: tufam@titck.gov.tr; tel: 0 800 314 00 OB faks: 0312218 35 99),
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