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Diabetic Ketoacidosis

Control

RAGE was prominently expressed in the diabetic ketoacidosis myocardium versus the gender and age matched control
myocardium.

Soluble Receptor for Glycation End-products Concentration Increases Following the Treatment of Severe Diabetic Ketoacidosis
Hoffman WH et al.
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Kisa Boy
Hafif MPS1'e isaret Eden BiF Sifre olabilir.™

Kisa boyun yani sira, hafif MPS1’li hastalarda asagidaki
semptomlardan bir veya daha fazlasi gorulebilir*’

Korneal bulutlanma @\ Kronik otit

Kronik sintizit
E Kisa boyun
Kardiyovaskiiler
hastalik ;
Respiratuar
enfeksiyonlar
ve hastalik
Eklemlerde
kontraktiirler

Kifoz ve
Umbilikal/inguinal omurilikte baski
herni

Karpal tiinel

Hepatosplenomegali
sendromu patosp g

®
@
O

ALDURAZYME®, Mukopolisakkaridoz | (MPS I; a-L-iduronidaz eksikligi) tanisi konmus hastalarda,

hastaligin norolojik olmayan bulgularini tedavi etmek amaciyla
uzun sireli enzim replasman tedavisinde endikedir.®

Referans: 1. Morishita K and Petty RE. Rheumatology 2011;50v19-v25. 2. Malkog I., Van Tip Dergisi: 13 (2):67-70, 2006. 3. Wilma Oostdijk Diagnostic Approach in Children with Short Stature Horm Res 2009;72:206-217. 4. Wraith EJ. Espert Opin.
Pharmacother. 2005;6(3):489-506. 5. Pastores GM, Arn P, Beck M, et al. Molecular Genetics and Metabolism 2007;91:37-47. 6. Muenzer J, Wraith JE and Clarke LA. Pediatrics 2009;123:19-29 7. Beck M, Arn P, Giugliani R, et al. Genet MEd
2014;16(10):759-65. 8. Aldurazyme Kisa Uriin Bilgisi

Aldurazyme®100U/ml IV infilzyon igin konsantre ¢ozelti: ¥ Bu ilag ek izlemeye tabidir. Bu tiggen yeni givenlilik bilgisinin hizli olarak belilenmesini saglayacaktir. Ruhsatlandirma sonrasi stipheli ilag advers reaksiyonlarinin raporlanmasi biiyiik dnem
tagimaktadir. Raporlama yapilmasi, ilacin yarar/risk dengesinin surekli olarak izlenmesine olanak saglar. Saglik meslegi mensuplarinin herhangi bir stipheli advers reaksiyonu Tirkiye Farmakovijilans Merkezi (TUFAM)'ne bildirilmesi gerekmektedir
(www.titck.gov.tr; e-posta: tufam@titck.gov.tr; tel: 0 800 314 00 08; faks: 0 312 218 35 99). Her bir Aldurazyme flakonu 500U laronidaz icermektedir. 1 ml 100U (yaklasik 0.58mg) laronidaz igermektedir. Infiizyon igin konsantre gozelti. Berrak/hafif
opelasans ve renksiz /agik sari renkli gozelti. Ambalaj miktari: 1 flakonluk ambalajlarda. Endikasyonlari: Aldurazyme® mukopolisakkaridoz | (MPS I; a-L-iduronidaz eksiklii) tanisi konmus hastalarda, hastaligin nérolojik olmayan bulgularini tedavi etmek
amaciyla uzun siireli enzim replasman tedavisinde endikedir. Kullanim sekli ve dozu: Aldurazyme® tedavisi, MPS | veya diger kalitimsal metabolik hastaliklarin tedavisinde deneyimli olan hekimler tarafindan takip edilmelidir. Aldurazyme® uygulamasi,
acil durumlarda kullaniimak {izere hayata dondiiriicii cihazlarin oldugu uygun Klinik kosullarda yapiimalidir. Aldurazyme®in tavsiye edilen dozu viicut agirigina gore her hafta bir kez intravendz infiizyon yoluyla verilen 100U/kg'dir. Baglangigtaki infiizyon
hizi olan 2U/kg/saat, hasta tarafindan tolere ediliyorsa, her 15 dakikada artirilarak maksimum 43 U/kg/saat degerine kadar gikabilir. Uygulanacak toplam hacim yaklasik 3-4 saat icerisinde verilmelidir. Inflizyon igin konsantre ¢ozelti, aseptik teknik
kullanilarak % 0.9 NaCl (i.v.) ¢ozelisi ile seyreltilmelidir. Seyreltilen Aldurazyme® ¢ozeltisinin 0.2 mikrometre'lik ic filtresi olan bir infiizyon seti ile uygulanmasi tavsiye edilmektedir. Belirlenen flakon, uygulamadan 20 dakika dnce oda sicakligina gelmesi
icin buzdolabindan gikartilirak; seyreltme 6ncesi yabanci madde ve renklenme agisindan gdz ile kontrol edilir. Cozelti herhangi bir gézle gériilebilir partikiil icermemelidir. Yabanci madde igeren veya renklenme goriilen flakonlar kullaniimamalidir. Vuciit
agirign 20 kg'dan az veya esit ise 100 ml'ye, vucit agirigi 20 kg'dan fazla ise 250 ml'ye % 0.9 NaCl (i.v.) ile seyreltilir. Uyarilar/Onlemler: Aldurazyme® ile tedavi edilen hastalarda infiizyon sirasinda veya infiizyon yapilan giiniin sonuna kadar olan
stirede infiizyona bagli reaksiyonlar olugabilir. Tedavi edilen hastalar yakindan takip edilmelidir. Altta yatan akut bir hastaligi bulunanlar, advers reaksiyon agisindan daha biyiik risk tagirlar. Ozellikle, ciddi iist solunum yolu tutulumu olan hastalarda,
infiizyon ile ilgili siddetli reaksiyonlar bildirilmistir, bu sebeple 6zellikle bu hastalar yakindan takip edilmelidir. Antikor olusum durumu diizenli olarak takip edilmeli ve rapor edilmelidir. Bu tibbi tiriin sodyum icerir ve intravendz %0.9 Sodyum kloriir ile
uygulanir; bu sebeple sodyum diyetindeki hastalarda goz 6niinde bulundurulmalidir. Arag ve makina kullanma lizerine etkisi incelenmemistir. Bobrek/karaciger yetmezIigi bulunan hastalarda ve geriyatrik popiilasyonda Aldurazyme®in givenlilik ve etkililigi
degerlendirilmemistir. Dolayisiyla bu hastalarda herhangi bir doz rejimi tedavisi yapilamamaktadir. Pediyatrik poplilasyonda doz ayarlamasi gerekli degildir. Gebelik/Laktasyon Déneminde Kullanim: Gebelik kategorisi B'dir. Gocuk dogurma potansiyeli
olan kadinlar ve kontrasepsiyon ile ilgili veri yoktur. Aldurazyme® agikca gerekli olmadigi stirece gebelik stiresinde kullaniimamalidir. Laronidaz stite gegebilir. Yeni doganlarin anne siitii yoluyla laronidaza maruz kalmasinin neden olacagi etkiler ile ilgili
yeterli veri olmadigindan, Aldurazyme® kullanirken emzirmenin durdurulmasi tavsiye ediimektedir. Aldurazyme®in insanlarda lireme yetenegine etkisi ile ilgili bilgi bulunmamaktadir. Yan Etkiler/Kontrendikasyonlar: Etkin maddeye veya formiilasyonda
yer alan yardimer maddelerden herhangi birine karsi siddetli asiri duyarlilik (anaflaktik reaksiyon). Klinik calismalardaki istenmeyen etkilerin biyik bir kismi (Faz 3'te %53 ve Faz 4'te %35) infiizyon ile iliskili olay olarak siniflandirilmistir. Infiizyona bagl
advers etkilerin bazilar siddetlidir. Zamanla birlikte bu reaksiyonlarin sayilari azalir. En sik ilag advers etkiler: Bag adrisi, bulanti, karin agirisi, kaginti, artralji, sirt agrisi, ekstremitelerde agri, flushing, yilksek ates, infiizyon bélgesinde reaksiyonlar, kan
basinci artigl, oksijen satiirasyon dislist, tagikardi ve tiremedir. Doz Agimi: Doz agimi vakas! bildirilimemistir. llag Etkilegimleri: Tibbi driinler ile ilgili herhangi bir etkilesim alismasi yapilmamigtir. Metabolizmasi nedeniyle laronidazin sitokrom p450°'den
kaynaklanan etkilesimler igin uygun bir aday oldugu s6ylenemez. Aldurazyme®, laronidazin hiicreler tarafindan aliminda potansiyel etkilesim riski nedeni ile klorokin veya prokainle birlikte kullaniimamalidir. Raf 6mrii/Saklama Kogullan: Raf 6mrii 36
aydur. Mikrobiyolojik glivenlilik agisindan tiriin hemen kullanimalidir. Eger hemen kullaniimazsa, kullanmadan énce saklanma ve kosullari kullanicinin sorumlulugundadir ve 24 saatten fazla olmayacak sekilde, 2-8C'de, isiktan korunarak saklanmalidir.
Ruhsat tarihi ve numarasi: 20.10.2007; 123/17 KUB revizyon tarihi: 05.11.2014 Ruhsat Sahibinin Isim ve Adresi: Genzyme Europe B.V. Hollanda lisansi ile Sanofi Saglik Uriinleri Ltd. $ti. Biyiikdere Cad. No: 193 Levent-$isli Istanbul Tel:0212 339
10 00 www.sanofi.com. Daha genis bilgi igin firmamiza basvurunuz. Regete ile satilir. 19/02/2020 tarihi itibariyle KDV dahil parekende satis fiyati Aldurazyme® 100U/ml IV infiizyon igin konsantre gozelti: 3.584,61TL'dir. KUB OZETI Onay Kodu:
GZTR.ALDU.20.02.0104b
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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 Pediatric Endocrinology and
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audience is physicians, researchers and other healthcare professionals in all
areas of pediatric endocrinology.
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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 5000 word limit, the author is charged with $50 for each
page.

In case of using more than 6 figures in the article, the author is charged with
$50 for each figure.

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
5000 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 address important topics in the field of pediatricendocrinology.
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 6000 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.
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Consensus Statements may be submitted by professional societies. All
such submission will be subjected to peer review, must be modifiable in
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 Assignment & Affirmation of Originality form. This
form should be filled in thoroughly and faxed to the JCRPE Editorial Office at
+90 212 621 99 27.

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.

JCRPE does not charge any fee for article submission or processing.

MANUSCRIPT PREPARATION

General Format

The Journal requires that all submissions be submitted according to these

guidelines:

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

¢ 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.

INSTRUCTIONS TO AUTHORS

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

Title Page
The title page should include the following:

e Full title
e Authors’ names and institutions.
e Short title of not more than 40 characters for page headings

o At least three and maximum eight key words. Do not use abbreviations in
the key words

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

e Corresponding author’s e-mail and post address, telephone and fax numbers
¢ Name and address of person to whom reprint requests should be addressed
e Any grants or fellowships supporting the writing of the paper

¢ 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://iwvww.
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 committe, approval number should be stated.

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.

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
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Genotropin® Kisa Uriin Bilgisi Ozeti:
GENOTROPIN GOQUICK® 16 IU (5,3 mg/ml) - 36 IU (12 mg/ml) enjeksiyonluk gtzelti icin toz ve goziicii igeren kullanima hazir kalem Formiil: Rekombinant DNA jisiyle Escherichia Coli hiicrelerinde dretilmig 16 1U (5,3 mg/ml) - 36 U (12 mg/ml) somatropin igerir. Endikasyonlars: Biyime
yetersiz bagh i bilyime gonadal disgenezi (Turner Sendromuy ile birlikte bulunan biytime bozukluklarinda; kronik bibrek yetersizligi olan i buyime t SGA inde — dogum agirlig ve/veya uzunlugu -2 SD
olan ve 4 yagi ve sonrasinda gerekli bilyimeyi yakalayamarmig (son 1 yilda yillik boy kazanimi SDS<0) gocuklarda veya gestasyonel yagina gore kiigiik dogmus olan (SGA) kisa gocuklardaki biiyiime bnzukluklannda (uzunluk SDS<-2.5 ve ebeveyne uyarlanmig uzunluk SDS<-1) - ; hipotalamus-hipofizer hastalig
saptanan hipofizer cerrahi girigim gegirmis, kraniyal radyoterapi gormils veya cocuklukta baslamig bilyime hormonu yetmezligi olan erigkinler ile hipofizde adenomu olan hastalarda biyime hormonu eksikligi varsa veya bilylime hormonu yetersizligini digiindtiren bulgulann bulunmasi durumunda
biyokimyasal tani testleri ile bilyiime hormonu eksikligi kesin olarak saptanan yetigkinlerde, 6zetle: konjenital veya idiopatik hipofiz hastaliklan, hlpolalamus hipofiz tiimdrleri ve tedavileri sonunda, kraniofarenjioma tedavisinden sonra, cerrahi girisim hasarlarinda, Sheehan sendromu ve vaskiller sebeple geligen
iskemik sebepli bilyime hormonu yetersizlikleri, radyasyon, travma, kronik otoimmun, bakteriyel veya vual ile ve amiloidoziste gdriilen hipofizer yetmezliklerde, septo-optik displazide meydana gelebilen asikér bilyime hormonu eksikliginin replasman i¢in biiyiime hormonu
replasman tedavisi endikasyonu vardir. Pozoloji: Gocuklardaki biiyiime hormonu bagjh biiyiime k Genellikle 0,025 — 0,035 mg/kg veya 0,7 —1,0 mg/m? dnerilmektedir. Turner Sendromuna bagl bilytime bozuklugu: 0,045-0,050 mg/kg veya 1,4 mg/m? dnerilir. Kronik
bobrek yetmezligine bagh biyiime bozuklugu: 0,045-0,050 mg/kg (1,4 mg/m?) Gnerilir. Bilyime hizi ¢ok dilgiikse daha yiiksek dozlar gerekebilir. Gestasyonel yasa gore kiigiik dogmus (SGA) olan kisa boylu gocuklarin bilyime bozukluklarinda: Final uzunluga erisinceye kadar genellikle viicut agirhigina gére
Qgiinlik 0,035 mg/kg (1,0 mg/m?) dnerilmektedir. Yetiskinlerdeki biyime hormonu eksxkhgl Cocukluk cagi BHY sonrasinda bilytime hormonu tedavisine devam eden hastalarda dnerilen yeniden baslangic dozu 0,2-0,5 mg/giin’ diir. Yetiskin baslangighi BHY olan hastalarda tedavi diisiik doz (0,15-0,3 mg/giin)
ile baglamalidir. Uygulama sekli: Dozlama ve uygulama sikligi bil Enjeksi: subkitan enjeksiyon geklinde ve lipoatrofi gelismesini dnleyebilmek icin her seferinde yeri degistirilerek uygulanir. Kontrendikasyonlar: Etkin madde veya yardimci maddelerden herhangi birine kargi agin
duyarlilk iin, timor aktivitesini gdsteren herhangi bir bulgunun bulunmast durumunda kullamiimamalidir. Biiyime hormonu tedavisine baglanmadan dnce intrakraniyal timarler inaktif olmali ve antitiimor tedavi olmalidir. Timdr biyimesine iligkin kamit
olmas! halinde tedavi sonlandinimalidir. GENOTROPIN GOQUICK® epifizleri kapanmig Gocuklarda bizyiimenin uyarilmast igin kullaniimamalidir. Agik kalp ameliyati, abdominal cerrahi, kazaya bagli multip! travma, akut solunum yetmezligi veya benzeri durumian izieyen komplikasyontarin bulundugu akut kritik
hastaligi olan hastalara GENOTROPIN GOQUICK® uygulanmamalidir. Gzl kullanim uyanilari ve dnlemleri: Hastaligin tanisi ve GENOTROPIN GOQUICK® tedavisi, teraptitik kullanim endil inda; hastalanin tani ve i yeterli nitelikte ve tecriibeli doktorlar tarafindan baglatilmali ve takip
edilmelidir. Maksimum dnerilen giinlik doz agiimamalidir. Miyozit cok nadir bir advers olaydir ve koruyucu madde metakrezol ile iligkili olabilir. Somatropin instilin hassasiyetini azaltabilir. Diabetes mellitus olan hastalarda somatropin tedavisine baglandiktan sonra insiilin dozunun ayarlanmasi gerekebilir.
Biiyiime hormonu, T4'n T3'e tiroit digi ddniistimiin artirabilir ve bu durum serum T4'Ginlin azalmasina ve serum T3'liniin artmasina yol agabilir. Tiroit fonksiyonu lum hastalarda takip ednmehdxr Mallgn bir hastaligin tedavisine sekonder biiytime hormonu yetersizliginde malignitenin refaps belirtilerine dikkat
edilmesi dnerilmektedir. Cocukluk ddneminde kanser sonrasi sag kalimlarda, somatropin ile tedavi edilen hastalarda ilk neoplazma sonrasi ikinci bir I iminde risk artigi bildiril Bilytime hormonu yetersizligi dahil, endokrin bozuklugu olan hastalarda kalca ekleminde epifiz kaymasi genel
popiilasyondan daha sik goriilebilir. Siddetli veya tekrarlayan bag agrisi, gérme sorunlan, bulanti ve/veya kusma geilsme3| halinde papilla 6demi igin fundoskopi yapilmasi nerilmektedir. Biiyime hormonu eksikligi olan az sayida hastada Idsemi bildit ve bu bazilan in ile tedavi
edilmistir. Somatropin igeren tiriinlerin hepsinde oldugu gibi, hastalanin diisik bir ytizdesinde GENOTROPIN GOQUICK® kargi antikorlar gelisebilir. Seyrek goriilmekle birlikte; somatropin ile tedavi edilen hastalarda; ozellikle karin aginsi gelisen cocuklarda pankreatit dikkate alinmalidir. SGA olarak dogan kisa
boylu¢ tedaviye Gnce biiyiime neden olacak diger tibbi nedenler veya tedaviler ekarte edilmelidir. SGA gocuklarda tedaviye baglamadan dnce ve daha sonra yilda bir kez, aglik msu!ln ve kan glukozu duzeylen chulmelldlr SGA gocuklarda tedaviye baslamadan tnce ve daha
sonra yilda iki kez, IGF-| deferleri dlgiilmelidir. Kronik bobrek yetersizliginde, tedavi baglangicindan 6nce bibrek fonksiyonu normalin %50 altinda olmalidir. B&brek transplanlasyonunda tedaviye devam edi Ilag Etkil it idlerle es zamanli tedavi in iceren Griinlerin
biyiimeyi tetikleyici etkilerini engelleyebilir. Biyiime hormonu eksikligi olan yetiskinlerde yapilan bir etkilegim somatropin sitokrom P450 i; i ize oldugu bilinen bilesiklerin klirensini artirdigi belirtilmektedir. Gebelik kategorisi: Gebelik kategorisi C'dir.
Kontrasepsiyon kullanmayan cocuk doJurma potansiyeline sahip kadinlarda somatropin iceren riinler dnerilmemektedir. Emziren kadinlarda somatropin iceren Grdinlerle ilgili Kiinik calismalar yapilmamigtir. Somatropinin anne siitiine gecip gegmedigi btlmmemekledlr ancak yeni doganlarda intakt proteinin
gastrointestinal kanaldan emilme olasiig ol duka diistiktir. Bu ylizden emziren kadinlara somatropin igeren Griinler verilirken dikkatli olunmalidir. Arag ve makine kullanimi iizerindeki etkiler: GENOTROPIN GOQUICK®in arag ve maklne kullanimi tizerind etkiler:
Enjeksiyon bolgesi reaksiyonlan, artralji, periferik ddem, parestezi, karpal tiinel sendromu, miyalji, kas-iskelet sertligi cok yaygin ve yaygin goriinen istenmeyen etkilerdir. Doz agimi ve tedavisi: Akut doz agimi ipoglisemi ve takiben hiperglisemiye neden olabilir. Uzun siireli doz agimi fazla
miktardaki insan biyime hormonunun bilinen etkilerine benzer belirti ve bulgulara neden olabilir. Saklama once (2°C - 8°C'de) veya 25°C'nin altinda maksimum 1 ay boyunca saklayiniz. Tki kartusu/o kalemi igiktan korumak icin
dis kutusunda saklayiniz. Sulandinldiktan sonra: Buzdolabinda (2°C - 8°C'de) saklayiniz. Dc iki kar kalemi 1giktan korumak icin dis kutusunda saklayiniz. Raf Omril: Sulandinimadan dnce: 25°C'nin altinda oda sicakliginda 1 ay, (2°C - 8°C)'de
buzdolabinda 36 ay. Sulandirildiktan sonra: (2°C — 8°C) ‘de buzdolabinda 28 giin. Uriin, isiktan ve donmaktan korunarak saklanmalidir. Ticari Takdim $ekli ve Ambalaj Muhtevast: 16 1U, 36 1U GoQuick enjeksiyonluk gizelti igin toz ve gaiziicil igeren 1 adet kullanima hazir kalem. Regete ile satii. Satig
Fiyati: Genotropin GoQuick® 16 1U 288,96 TL (19.02.2020), Genotropin GoQuick® 36 IU 652,48 TL (19.02.2020). Odeme kosullari ile ilgili detayl bilgi icin Saglik Uygulamalar Tebligi'ne bakiniz. Kisa iiriin bilgisi/ kullanma talimati onay tarihi: Genotropin GoQuick® 16 U: KUB Onay Tarihi:
18.06.2019, Ruhsat No: 103/41, ilk Ruhsat tarihi: 18.12.1997, Ruhsat yenileme tarihi: 02.08.2012 Genotropin GoQuick® 36 IU: KUB Onay Tarihi: 18.06.2019, Ruhsat No: 128/74, ilk Ruhsat tarihi: 13.08.2009, Ruhsat yenileme tarihi: 14.05.2015 Ruhsat sahibi: Pfizer PFE laglan A.S. 34347
Ortakdy/ Istanbul. Tel: 0212 310 70 00. Daha genis bilgi igin firmamiza bagvurunuz. www.pfizer.com.tr

GEN 2013 (Mayis 2020)

@ Nadir Hastaliklar m] Genotr 0pin°

www.pfizer.com.tr



