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Part 1

Issued following an inspection in accordance with current Good Manufacturing Practice Guidelines, and the
Regulation on Manufacturing Plants of Medicinal Products for Human Use*and the Law No 1262 on
Pharmaceutical and Medicinal Preparations. These regulations are in line with the requirements of Pharmaceutical
Inspection Co-operation Scheme (PIC/s) and the Directives of the European Commission.

Turkish Medicines and Medical Devices Agency confirms the following;

Manufacturer’s Name: VEM ILAC SAN. VE TiC. ANONIM SIRKETI

Head Office / Correspondence Maslak Mah. AOS 55. Sok. 42 Maslak A Blok Sit. No: 2/134
Address: Sarntyer / ISTANBUL

Site Address: Cerkezkdy Organize Sanayi Bolgesi Karaagag Mahallesi

Fatih Bulvan No:38 Kapakl/TEKIRDAG
Manufacturing Authorization Date: 10/10/2025

Manufacturing Authorization TR/UY/2019/5-13
Number;

Has been inspected in accordance with current Good Manufacturing Practice Guidelines, the Regulation on
Manufacturing Plants of Medicinal Products for Human Use, the Law No 1262 on Pharmaceutical and
Medicinal Products.

From the knowledge gained during the latest inspection conducted on 20-28.02.2025, it is understood that the
manufacturing site complies with the requirements of Good Manufacturing Practice (GMP).

This certificate reflects the status of the manufacturing site at the time of the inspection, and Turkish Medicines
and Medical Devices Agency should be consulted to verify compliance of the manufacturing site with GMP
requirements if more than 3 years have elapsed since the date of inspection. However, this period of validity may

be reduced or extended using regulatory risk management principles by an entry in the Restrictions or Clarifying
remarks field.

This certificate is valid only when presented with all pages and both Parts 1 and 2.

The authenticity of this certificate may be verified by Turkish Medicines and Medical Devices Agency upon
request.

*This regulation is aligned with European Union Directive 2003/94/EC laying down the principles and guidelines of

good manufacturing practice for medicinal products for human use, and Directive 2001/83/EC on the C ommunity code
relating to medicinal products for human use.
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LOV I

®m Human Medicinal Products *

O Human Medicinal Research Products (For Phase I, II, III Clinical Trials)*
1. MANUFACTURING OPERATIONS - MEDICINAL PRODUCTS

ZZ. | Ifthe company is engaged in manufacture of products with special requirenients, e.g. radiopharmaceuticals or products
> | containing penicillin, sulphanomides, cytotoxics, cephalosporins, substances with hormonal activity or other potentially

A hazardous active ingredients, this should be stated under the relevant product type and dosage form.

" |1.1_|Sterile Products

1.1.1 Aseptically prepared products (processing operations for the following dosage forms)
1.1.1.1 Large Volume Liquids
- Solution for infusion
- Irrigation solution
- Concentrate for solution for infusion
- Emulsion for infusion
1.1.1.2 Lyophilisate Products
Special requirement - Oncologic, Hormone
1.1.14 Small Volume Liquids
- Solution for injection/infusion
- Solution for Injection
Special requirement - Hormone
- Eye drops, solution
- Solution for infusion
Special requirement - Hormone
- Eye drops, solvent for reconstitution
- Solvent for parenteral use
- Eye drops, prolonged-release
- Concentrate for solution for injection
Special requirement - Hormone
- Concentrate for solution for infusion
Special requirement - Hormone
- Emulsion for injection
Special requirement - Hormone
- Eye Drop, Emulsion
- Emulsion for infusion
Special requirement - Hormone
- Suspension for injection
Special requirement - Hormone
- Eye Drop, Suspension
1.1.1.5 Solids and implants
- Powder for solution for injection
Special requirement - Beta lactam antibiotics - Penicilin, Beta lactam antibiotics - Penem
- Powder for suspension for injection
- Powder for solution for infusion
Special requirement - Beta lactam antibiotics - Penicilin, Beta lactam antibiotics - Penem
1.1.1.6 Other Aseptically Prepared Products (... explain)
- Eye drops, solution in single dose pot fepit TERCTIME
- Eye drops, emulsion in single dose pot
- Eye drops, suspension in single dose pot . Bl
- Solution for injection in cartridge GURULERER FERVER &
- Solution for injection in pre-filled injector
- Solution for injection in pre-filled syringe P

1.1.2Products, sterilized in its final container (processing oge@ﬁéﬁ“for the following dosage forms)

1.12.1 Large Volume Liquids it "
- Solution for infusion ab Qg‘ ALY &";‘\?
- Irrigational solution RV MR AT
- Solvent for Solution for Inﬁ&ﬁl“h AN x}\ ; EER
- Emulsion for infusion L\ Aol . i 3
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( 1.1.2.3 Small Volume Liquids

- Solution for injection
- Solution for infusion

- Solvent for parenteral use

Emulsion for injection

- Solution for Injection / Infusion

- Solvent for Solution for Infusion

- Emulsion for Injection / infusion

1.1.3. Batch release

1.2 |Non-sterile products

1.2.1.1 Hard shell

- Capsule, hard shell

1.2.12 Capsules, soft shell
- Chewable capsule, soft
Special requirement - Hormone
- Modified-release capsule, soft
Special requirement - Hormone
- Gastro-resistant capsule, soft
Special requirement - Hormone
- Prolonged-release capsule, soft
Special requirement - Hormone
- Capsule, soft
Special requirement - Hormone
1.2.1.5 Liquids for external use
- Vaginal solution
Special requirement - Hormone
- Rectal solution
Special requirement - Hormone
- Vaginal emulsion
Special requirement - Hormone
- Rectal emulsion
Special requirement - Hormone
- Inhalation vapour, solution
- Aerosol Inhalation, solution
- Solution for oral mucosa spray
- Nasal drop, solution
- Nasal spray, solution
- Cutaneous solution
Special requirement - Hormone
- Cutaneous spray, solution
- Gargle

Special requirement - Hormone
- Nasal drops, emulsion
- Nasal spray, emulsion
- Cutaneous emulsion
Special requirement - Hormone
- Cutaneous liquid
Special requirement - Hormone
- Cutaneous spray, suspension
- Cutaneous suspension
Special requirement - Hormone
- Nasal drops, suspension
- Nasal spray, suspension
- Shampoo
- Rectal suspension ,

- Modified-release capsule, hard shell
Special requirement ~-Hormone, Oncologic
- Gastro-resistant capsule, hard shell
Special requirement — Oncologic, Hormone

- Concentrate for cutaneous solution

1.2.1 Non-sterile products (processing operations for the following dosage forms)

Special requirement - Oncologic, Hormone
- Prolonged-release capsule, hard shell
Special requirement -Hormone, Oncologic
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B Special requirement - Hormone . _
- Vaginal suspension
% Special requirement - Hormone
»":f 1.2.1.6  Liquids for internal use
- - Oral solution
= Special requirement - Hormone
ﬁ,é - Oral drops, solution
‘:_72\ - Oral drops, emulsion
- - Oral emulsion
Special requirement - Hormone
- Oral liquid
Special requirement - Hormone
- Oral drops, suspension
- Oral suspension
Special requirement - Hormone
- Syrup
Special requirement - Hormone
1.2.1.8  Other solid dosage forms
- Modified-release granules
Special requirement - Hormone
- Effervescent granules
Special requirement - Hormone
- Gastro-resistant granules
Special requirement - Hormone
- Granules
Special requirement - Hormone
- Granules for syrup
Special requirement - Hormone
- Prolonged-release granules
Special requirement - Hormone
- Oral lyophilisate
Special requirement - Hormone
- Pastille
- Effervescent powder
Special requirement - Hormonee
- Powder for inhalation
- Powder for oral solution
- Powder for oral suspension
Special requirement - Hormone
- Powder for rectal suspension
Special requirement - Hormone
- Inhalation powder in hard shell
- Powder for syrup
Special requirement - Hormone
1.2.1.11 Semi-solids
- Cream
Special requirement - Hormone
- Rectal cream
Special requirement - Hormone
- Vaginal cream = F il
Special requirement - Hormone k' TERCUNE IRRAZ EDILEN
- Gel ud ’ ¥ 1
Special requirement - Hormone AR e eni pietin
- Oral gel UVIWJLERCA TR LUy Rl
Special requirement - Hormone
- Rectal gel
Special requirement - Hormone
- Vaginal gel
Special requirement - Hormone
20.10.2025 & TR/GMP/2025/262
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- Ointment

Special requirement - Hormone

Rectal ointment

Special requirement - Hormone

Vaginal ointment

Special requirement - Hormone

Oral paste

1.2.1.13 Tablets

Orodispersible tablet

Special requirement — Hormone, Oncologic

Chewable tablet

Special requirement — Oncologic, Hormone

Chewable/dispersible tablet

Special requirement — Oncologic, Hormone
- Soluble tablet

Special requirement ~Oncologic, Hormone

Modified-release tablet

Special requirement — Hormone, Oncologic
- Gastro-resistant tablet

Special requirement — Hormone, Oncologic

Film-coated tablet

Special requirement — Oncologic, Hormone
- Coated tablet

Special requirement — Oncologic, Hormone

Tablet for Suspension

Special requirement — Oncologic, Hormone

Tablet

Special requirement - Hormone

Prolonged-release tablet

Special requirement — Hormone, Oncologic

1.2.1.15 Other non-sterile medicinal products (... specify)

Powder and solvent for oral solution

Special requirement - Hormone

Powder and solvent for oral suspension

Special requirement - Hormone

Granules in sachets

Special requirement - Hormone

1.2.2 Batch release

1.3 |Biological Medicinal Products

1.3.1 Biological Medicinal Products
1.3.1.5 Biotechnology products

1.3.2 Batch release operations
1.3.2.5 Biotechnology products

1.5 |Packaging

1.5.1. Primary Packaging
1.5.1.1 Capsules, hard shell
1.51.2 Capsules, soft shell
1.5.1.5 Liquids for external use
Liquids for internal use
Other solid dosage forms
Semi-solids
Tablets
Other non-sterile products (... specify)
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5.1.6
5:1.8
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1.5.2Secondary Packaging

1.6 |Quality Control Tests

1.6.1Microbiological (sterility)
1.6.2Microbiological (non-sterility)
1.6.3 Chemical/Physical
1.6.4Biological
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ANKARA i e o |
":: Restriction§ or ¢lafifyiing rematks felafed to the séope Of theke e cturing activities*:
-~ 1.1.1.4:  Ttis also applicable for “Nebuliser solvent” pharmaceutical form to be produced in the Vial 2 line.
?ﬁ: 1.1.1.4:  Ttis applicable for small-volume parenteral vial production activities in the new oncology building
= with oncological special requirements.
"_; 1.1.1.1:  Itis also applicable for “Solution for Infusion / Injection” production.
= 1.1.1.2: It is applicable for "Lyophilisate for solution for injection”, “Lyophilisate for solution for infusion",
! "Lyophilisate for suspension for injection" and “lyophilizate vial production”.
1.1.1.4:  Itis also applicable for nebuliser solution/emulsion/suspension in the BFS line.
1.1.1.4: It is applicable for production of “Solution for injection” vials, ampoules and carpules.
1.1.1.4:  Eye drops solution/suspension/emulsion are manufactured in the BFS line,
1.1.1.4:  Eye drops solution/suspension are also manufactured in vial primary packaging.
L1.15:  "Powder for solution for infusion" is applicable only for vial and penem and penicillin lines.
1.1.1.5:  "Powder for solution for injection” is applicable for vial.
L.1LL5:  "Powder for solution for injection" and "Powder for suspension for injection" are applicable for vial
primer packaging.
1.2.1.13: "Chewable/Dispersible tablet", "Soluble tablet", "Tablet for Solution", "Modified-release tablet",
“Tablet for Suspension" are applicable only for hormone.
1.2.1.15: Itis also applicable for “MDI (Metered dose inhaler). "Powder and solvent for oral solution” and
"Powder and solvent for oral suspension" are applicable only for hormone.
1.2.1.5:  "Inhalation vapour, solution", is applicable for "Solution for Inhalation, vial" in the BES
manufacturing line in the additional inhaler facility.
1.2.1.8:  "Powder for inhalation" is valid for "MDI (Metered dose inhaler)" and “DPI (Dry powder inhaler)"
forms in the additional inhaler facility.
1.2.1.8: Itis also applicable for “Lyophilized powder for suspension”, “Oral lyophilized powder for
suspension (hormone)”, and “Powder (hormone)".
1.3.1.5: It is also valid for the primary packaging of biotechnological products in the pre-filled syringe line.
1.3.1.5:  In the additional biotechnology facility, it is valid for the manufacturing of the biotech active
substance called "erythropoietin".
1.5.1.15: It is also applicable for MDI (Metered dose inhaler). In addition, "Powder and solvent for oral
solution” and "Powder and solvent for oral suspension” are applicable only for hormone.
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T.C. SAGLIK BAKANLIGI ,
TURKIYE ILAC VE v Acing 18
T188I CIHAZ KURUMU 07 KASIM 2925

Sertifika No: TR/GMP/2025/262
URETIM TESISI ivi IMALAT UYGULAMALARI SERTIFIKASI

Boliim 1

Bu sertifika 1262 sayil: ispenciyari ve Tibbi:Miustahzarlar Kanunu ile Beseri Tibbi Uriinler
: Imalathaneleri Yénetmeligi* ve giiricellyi fmalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda
gergeklestirilen denetim sonucu diizenlenmisgtir. S6z konusu mevzuat Avrupa Birligi Direktifleriyle ve :
I Farmasotik Denetim‘Ebiﬂjgi"l(onvansiyqnu; (PIC/s) gereklilikleriyle uyumlidur. i

Tiirkiye lag ve Tibbi Cihaz Kurumu umtlmyc ‘ait agagdaki bilgileri-onaylar:

§ Oreticinin Unvant».©  ~_“©" " : VEMILAC SAN. VE TIC' ANONIM $IRKETI
' Merkez/Yazigma Adresi ’ : Maslak Mah, AOS 55. Sok: 42" Maslak ‘A Blok Sit.
: No: 2/134 Sanyer-istanbul 3 - '
Tesis Adresi - i Gerkezkdy Organize Sanayi Bolgesi Karaagag Mahallesi !
.| \J <o FaihBulvan No:38 Kepakl Tekirdag, | é
Urctim Yeri Izin Belgesi Tarihi 110102025~ = |~ y
Uretim Yeri Izin Belgesi Sayist L TRAUY/2019/5:13

1262 sayxrl‘;«fv‘lspengiyarﬁié veTxbbl Miistahzarlar: Kanunu ile Beseri T ;Gﬁi;‘ﬂrﬁnler Imalathaneleri f
Yonetmeligi ve giincel Iyi Imalat Uygulamalan Kilavuzu gereklilikleri dogrultusunda denetlenmistir.

20-28.02.2025, tarihinde gergeklestirilon en son denetime gte.Gretim'yerinin GMP kogullarina uygun |
oldugu anlagilmugtir, W A P e

Bu sertifika ﬁretirﬁ;’xgriiiig: denetim strasindaki durumunu belittir ve dénetim tarihi iizerinden 3 yil
geemis ise diretim yerinin GMP uygunlugu”konusurida Tirkiye flag ve Tibbi Cihaz Kurumu'na
damgilmalidir. Ancak sertifikanin gegerlilik siiresinin risk bazlx'gégerlcndingelér sonucunda uzatilmasi
veya kisaltilmass durumunda kisitlamalar veya agtklamalar kisminda bu durum belirtilir.

Bu sertifika Béliim 1 ve Boliim 2 ile birlikte ﬁ‘irg%sayfglaﬁh-ibm'iJ‘éailmcsi durumunda gegerlidir. i
Talep edilmesi halinde bu sertifika Tiirkiye Ilag ve Tibbi Cihaz Kurumu tarafindan dogrulanabilir, |

*Avrupa Birliginin 2003/94/AT sayils Begeri Tibbi Uranler lgin lyi Imalay Uygulamalar: Hkeleri ve Kidavuzu
hakkindaki direktifi ile 2001/83/EC sayili begeri nbbi iranler hakkndaki d ektifine paraleldir.
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Boliim 2

M Beseri Tibbi Uriinler* )
(] Beseri Tibbi Arastirma Uriinleri (Faz I, 11, I Klinik ¢aligmalar icin)*

1 BESERI TIBBI URUN URETIM FAALIYETLERI

Uretici eger ozel sartlar gerektiren diriinleri diretiyor ise ilgili iriin tipi ve dozaj formu bolimlerin altinda
belirtilmelidir (6rnegin radyofarmasétikler veya penisilin, sitlfonamid, sitotoksikler, sefalosporinler, hormonal
aktivite liriinleri veya diger potansiyel tehlikeli aktif maddeler i iceren iiriinler)

1.1

Steril Urinler

1.L.1 Aseptik hazirlanan iiriinler (asagidaki dozaj formlan icin islemleri yilridtiir)
LLLY Bﬂyﬂk Hacimli Sivalar
- Infizyonluk gozelti
- Yikama gozeltisi
- Infizyonluk ¢dzelti i igin konsantre*
- Infizyonluk emiilsiyon
1.1.1.2 Liyofilize Uttinler
Ozel Gereklilik = Onkolojlk. Hnrmon
1.1.1.4 Kiigitk Hacimli Sivilar
- Enjeks:yonluk / mﬂizyoniuk z;ozc[n
- En_]eksxyonluk cozeltl i
" Ozel Gereklilik - Hormon,
- Gdz damlasi, wzclu
- Infizyonluk Gozeli }
Ozel Gereklilik - Hormon X
- Gﬁz damlasn hamlnma ¢hziiciisii .
T Pammeral kullanm igin ¢bziici |
- Uzaulmis sallmll gz damiasy St
- En_]ekslynnluk :;ozelh igin konsantre
Ozel Gcn:khhk Ho -
/- Infazyonlik ¢dzelti ici i
- Ozel Gereklilik - Hormon™ "
- Enjckswomuk emiilsiyon
Ozel Gereklilik - Hormon
~ Gdz damlasl, emulsxyon
- Inﬁ'xzyunluk emilsiyon
.. Ozel Gereklilik = Hormon
Enjeksxyonlnk sﬂspmslyon
Ozel Gereklilik < Hormon
Gbz damlas:, suspans:yon
LL l .5 Kaular.ve lmphntlar
- Enjeksiyonluk ¢ozelti tozu 4
Ozcl Gereklilik - Beta laktam antxbnyonkler Penisilin; Beta laktam amtbxyotxklcr Penem
- Emeksnyonluk siispansiyon tozii ™
- Inﬁ:zyonluk gozelti igin'toz 4
Ozel Gcrck]ihk Beta'laktam antlblyotik]u Pcmsuhn. Beta laktam Vantibiyotikler— Penem
1.LL16 Diger Ascptxk Hazu'lman Urlinler (.. agiklayniz) R
- Goz damlast, tek dozlult k kapta gozelti s
- Gz damlasy, tek dozluk kapta emiilsiyon
- G6z damlasy, tek dozluk kapta silspansiyon
- Kartugta enjeksiyonluk ¢dzelti
- Kullamma hazir enjekidrde enjeksiyonluk ¢5zelti
- Kullanima hazir sinngada enjeksiyonluk ¢ozelti

1.1.2 Son kabinda sterilize cdilen iiriinler (asagidaki dozaj formlar: i icin, ﬁ%mlen yiiriitiir)
1.1.2.1 Bilyik Hacimli Sivilar .ﬁg o,

- Infiizyonluk ¢Gzelti Y WA
- Yikama ¢dzeltisi NEAET
- Infiizyonluk ¢ozelti qﬁzﬂcﬁsﬁ\ﬁ“ oN?
- Infiizyonluk emiilsiyon e

TR/GMP/2025/262
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1.1.2.3 Kilgiik Hacimli Sivilar
- Enjeksiyonluk / infiizyonluk ¢azelti
- Enjeksiyonluk ¢dzelti
- Infiizyoniuk gbzelti
- Infiizyonluk ¢ozelti ¢bziicisi
- Parenteral kullamim igin ¢oziicii
- Enjeksiyonluk / infiizyonluk emilsiyon
- Enjeksivonluk emiilsiyon

1.1.3 Seri serbest birakma

1.2

Steril Olmayan Uriinler

1.2.1 Steril Olmayan Uriinler (agagidaki dozaj formlan igin islemleri yliriitiir)
1.2.1.1 Sert Kapsiller
- Degistirilmiy salimli sert kapsiil
Ozel Gereklilik - Hormon, Onkolojik
- Enterik sert kapsiil
Ozel Gereklilik - Onkolojik, Hormion
~ Sert kapsiil 5 G
Gzel Gereklilik - Onkolojik, Hormon ;
- Uzatilnug salimh sert kapsiil Bl
Ozel Gereklilik~ Hormon, Onkolojik.
1.2.1.2 Yumu;ak Kapsiiller i
- Cifinenebilir kapsiil, yumusak
(Ozel Gereklilik - Hormon
- Deglstln!mls salimh yumusak kapsiil
Ozel Gereklilik - Hormon
- Enterik yumusak kapsii®
Ozel Gereklilik - Hormon
= Uzatilmis sahmh yumusak kzpsﬁl
Ozel Gereklilik - Hormon
- ,Yumusak kapsﬁl
Ozel Gemkhhk -Hormon
1.2.1.5 Hmcl L:kulcr :
- Va)mal cozelti
f.)zel Gereklilik-Ho
- Rektal gozelti s
Ozcl Gereklilik - Hormnn
- Vajma! emﬁls:yon
Ozel Gerekhhk‘ Hormon
<Rektal emulsxyon
. Ozel Gereklilik - Hormon
~ !nhalasyon bubar, ¢ozelti
- Aerosol mhaluyon. cozcltl
. - Agiz mukoza spreyi igin ozelti
;- Burun damlasn cbzcltt
. Bumn sprey1. cbzeltt.
Den cozeltisi
Ozel Gereklilik - Hormon
~Deri's sprey:v ¢bze!u
- Gargara | . y
-~ Deri cozcltm ig¢in konsantrc
Ozel Gereklilik - Hormon -
- Burun damlasi, emiilsiyon
- Burun spreyi, emiilsiyon
~ Deri emiilsiyonu
Ozel Gereklilik - Hormon
- Deriye uygulanan sivi
Ozel Gereklilik - Hormon
- Deri spreyi, siispansiyoni
~ Deri siispansiyonu
Ozel Gereklilik - Hormon
~Burun damlas, siispansiyon
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- Burun spreyi, slispan
- Sampuan
- Rektal siispansiyon
Ozel Gereklilik - Hormon
- Vajinal sispansiyon
Ozel Gereklilik - Hormon
1.2,1.6 Dahili Likitler
-« Oral ¢6zelti
Ozel Gereklilik - Hormon
~ Oral damla ¢ozelti
= Oral damla, emiilsiyon
= Oral emulsion
Ozel Gereklilik - Hormon
~ Oral 51
Ozel Gereklilik - Hormon
- Oral damla siispansiyon
- Oral siispansiyon
Ozel Gereklilik - Hormon
- Surup
Ozel Gereklilik - Hormon
1.2.1.8 Diger Kati Dozaj Formlan
- Degigtirilmis salimh graniil
Ozel Gereklilik- Hormon
- Efervmn graniil
Ozel Gereklilik - Hormon
<Enterik granﬁl Y
Ozel Gereklilik - Hormon‘
- Gran@il
Ozel Gereklilik - Hormon
- Sump icin gnniil
Ozel Gereklilik - Hormon
- Uzat:lmss uhmh graniil
Ozel Gerekiilik - Hormon Gcrckhllk
- Onal hyuﬁhzat R
 Ozel Gereklilik - Hormnn
- Pastll f
- Efervcsan toz
Ozl Gereklilik - Hormon
- Inhalasyon i igin toz
- Oral cﬁzelu tozu
o= Oral snspanslyon tozu
Ozl Gcmkhllk . Hormon
- Rektal sﬁspansxyon tozu
Qzel Gereklilik < Hormon
- Sert kapsiilde: mhalasyon tozu
- Surup in;m 10z
Ozel Gereklilik - Hormon:
1.2.1:11:Yan Katlar
- Krem =
Ozel Gcrekhhk Homlon
- Rektal krem
Ozel Gerekllhk Hormon _
;)Vajmal krem R B
zel Gereklilik - Hormon 3
- Jel '.qﬂﬁ:?&?
Ozel Gereklilik ;
- Oral jel = ol
Ozel Gereklilik - Hormon
- Rektal Jel
Ozel Gereklilik - Hormun
- Vajinal jel

Ozel Gereklilik - Hormon 2
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- Merhem
Ozel Gereklilik - Hormon
- Rektal merhem
Ozel Gereklilik - Hormon
- Vajinal merhem
(Ozel Gereklilik - Hormon
- Oral pat
Ozel Gereklilik - Hormon >
.1.13 Tabletler ( ) /
-Agizda dagilan tablet
Ozel gereklilik-Hormon, Onkolojik
« Cigneme tableti
Ozel Gereklilik - Onkolojik, Hormon
- Cignenebilir / dagilabilir tablet
Ozel Gereklilik - Onkolojik, Hormon
- Coziinebilir tablet
Ozel Gereklilik - Onkolojik, Hormon
- Degistirilmis saliml tablet
Ozel Gereklilik - Hormon, Onkolojik
- Enterik tablet -
Ozel Gereklilik - Hormon, Onkolojik
- Film kaph tablet
Ozel Gereklilik - Onkolojik, Hormon
- Kaplamms Tablet !
Ozel Gereklilik - Onkolojik, Hormon
- Slispansiyonluk tablet
Ozel Gereklilik - - Onkolojik; Hormun
- Tablet
Ozel Gereklilik - Hormon
- Uzatilmig salimli tablet
Ozel Gereklilik - Hormon, Onkolﬂjlk
1.2.1.15 Diger. stenl olmayan iiriinler (...apikiayniz)
- Oral szcltl tom ve ¢oziichisih
Ozel Gereklilik - Hormon - -
- Oral siispansiyon tozu ve gdzilciisth
Ozcl Gereklilik - Hormon s
- Sawde grmul
Ozel Gereklilik - Hormon

[

1.2.2 Seri serbest birakma_

L3

Biyolojik Tibbi Uriinler

1.3.1'Biyolojik Tibbi Uriinler’
1.3.1.5 Biyoteknolojik Uriinler

1.3.2 Seri serbest birakma islemleri
1.32.5 Bnyoteknolonk Urunler

1.5

Ambalajlama

| L5.1 Primer Ambalajlama

1.5.1.1 Sert Kapsiiller

1.5.1.2"Yumusak Kapsiiller

1.5.1.5 Harici Likitler

1.5.1.6 Déhili Likitler

1.5.1.8 Diger Kati Dozaj Formlart

1.5.1.11 Yan Katilar

1.5.1.13 Tabletler

1.5.1.15 Diger steril olmayan liriinler {... aciklayniz)

1.5.2 Sekonder Ambalajlamia

1.6

Kalite Kontrol Testleri

1.6.1 Mikrobiyolojik (steril)

1.6.2 Mikrobiyolojik (steril olmayan)
1.6.3 Kimyasal/fiziksel”

1.6.4 Biyolojik , /
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Bu sertifikanin kapsarm ile ilgili sinirlamalar veya agiklayict yorumlar®:

1.1.1.4: Flakon 2 hattinda iiretilmek iizere "Nebiilizsr ¢ozeltisi” farmasdtik formu igin de
gegerlidir.

1.1.1.4: Yeni onkoloji binasinda onkolojik 6zel gerekliliginde kiigiik hacimli parenteral olarak
flakon iiretim faaliyetleri igin gegerlidir.

1L.L1.1: “quﬁzyonluklEnjcksiyonluk Cozelti® Gretimi igin de gegerlidir.

1.1.1.2: "Enjeksiyonluk ¢ézelti liyofilizati”, "infiizyonluk ¢ozelti liyofilizat", "enjeksiyonluk
siispansiyon liyofilizati®, "liyofilize flakon iiretimi® igin gegerlidir.

1.1.1.4: BFS hattinda nebiilizor gozeltisi/emiilsiyonu/siispansiyonu igin de gecerlidir,

1.1.1.4: "Enjeksiyonluk ¢6zelti" flakon, ampul, karpiil ve kullamima hazir giringa iiretim
faaliyetleri igin gegerlidir.

1.1.1.4: Gz damlas; gozeltisi/siispansiyonu/emiilsiyonu BFS hattinda iiretilmektedir.

1.1.1.4: Géz damlas ¢ozeltisi/siispansiyonu flakon primer ambialajinda da iiretilmektedir.
1.1.15: "Infiizyonluk g6zelti igin toz', sadece penem ve penisilin alanlaninda ve flakon icin
gecerlidir, gl i

1.1.1.5: "Enjeksiyonhik ¢ozelti tozu” flakon i¢in gegerlidir. :

I.L.1.5: "enjeksiyonluk ¢dzelti tozu" ve “erijeksiyonluk siispansiyon tozu" flakon primer
ambalaj1 igin gegerlidir. 2 4N | ' '8

1.2.1.13: "Cigr_iéhebilirfDagiIgbil_ir}téblet", "Coziinebilir tgﬁlcf?, "Degistirilmis salimls tablet”,
"Sispansiyonluk tablet" sadece hormon ve onkolojik 6zel gerckliligi, igin; "Cozelti tableti”
sadece hormon igin gegerlidir: " -

1.2.1.15: "MDI{(Olgiimlendirilmis doz inhaler)* igin'de gegerlidir, Aynca "Oral ¢ézelti tozu ve

¢dziiciisii®.ve "Oral siispansiyon tozu ve ¢daiiciisii" sadece hormon igin gegerlidir,

1.2.1.5: "Inhalasyon buhan, ¢Bzelti?; ilave inhaler binasindaki BFS iiretim hattinda "Inhalasyon
igin Cézelti Igeren F lakon"igin gegerlidir. ¢ = = _~ - i E
1.2.1.8: "Inhalasyon igin toz" ilave inhaler binasinda "MDI '(élgﬁlﬁ doz inhalet) " ve "DPI (kuru

toz inhaler)” formu igin gegerlidir. ~ ,

1.2.1.8: "Siispansiyonluk liyofilize toz", "Oral siispansiyonluk liyofilize toz (hormon)", "Toz
(hormon)"igin de gegerlidir. Gt o F el

1.3.1.5: Kullanuma hazir suringa hattinda biyoteknolojik iriinlerin primer ambalajlanmast igin
de gecerlidir. = " N YAy

1.3.1.5: ilave biyoteknoloji binasinda "Eritropoetin” adli biyoteknolojik etkin maddenin
iiretilmesi igin gecerlidir. ¥ 4 o ] v

1.5.1.15: "MDI(Olgiimlendirilinig doz inhaler) icin de gecerlidir. Ayrica "Oral ¢zelti tozu ve
goziiclisi" ve Oral stispansiyon tozu:ve ¢éziiciisii” sadece hormon igin gecertidir.”
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