
R E P U B L I C O F T Ü R K İ Y E 
M İ N İ S T R Y O F H E A L T H 

U R K I S H M E D I C I N E S A N D M E D İ C A L D E V I C E S A G E N C Y 

Certificate of a Pharmaceutical Product1 

his certificate conforms to the format recommended by the World Health Organization 
(General instructions and explanatory notes overleaf) 

Certificate No : 2û22 / İ02S 
Exporting Country: TÜRKİYE 
Import ing Country: MACEDONIA 
1. Name and dosage form of product: 

DILEMY 5 mg/5 ml Solution for IM/IV/Rectal 
Injection/Infusion 

1.1. Active ingredientfsp and amount(s) per unit dose : 3 : 
Midazolam: 1.00 mg 
(controlled substance) 
For complete qualitative composition including excipients, 
see attached.4 

1.2. 

1.3. 

2A.2. 

2A.3. 

2A3.1. 

2A.4. 

2A.5. 

2A.6. 

İs this product licensed to be placed on the market for use 
in the exporting country?5 yes/no (key in as appropr ette) : 
YES 

İs this product actually on the market in the exporting 
country ? Yes/no/unknown (key in as appropriate): YES 

İf the ansvver to 1.2. is yes, continue vvith section 2A and 
omit section 2B. 
If the ansvver to 1.2. is no, omit section 2A and continue 
vvith section 2B.0 

2A.1. Number of product licence7 and date of issue : 
2019/361-30.07.2019 

Product-licence holder (name and address): 
Licence Holder: SABA İLAÇ SAN. VE TİC.A.Ş 
Halkalı Merkez Mah. Basın Ekspres Cad. No:l 34303 
Küçükçekmece-İstanbııl/TÜRKİYE 

Status of product-licence holder : 8 a/b/c (key in appropriate 
category as defined in note 8)C 

For categories b and c the name and address of the 
manufacturer producing the dosage form are : 9 

(Key in appropriate category as defined in note 8) 
Manufacturing site: DEVA HOLDİNG A.Ş. 
DUMLUPINAR MAH., ANKARA CAD. NO: 2 
KARTEPE-KOCAELİ/TÜRKİYE 

Is Summary Basis of Approval ajjperictetl, ? 1 0 yes/no (key 
in as appropriate): NO •, \V 

Is the attached, officially approved product, information 
complete and consonant witft* tfte licence?11 yes/no/not 
provided (key in as appropriate): NOT PRQVİDED 

Applicant for certificate, if different from licence holder 
(name and address) : 1 2 NO — - . 

D a t e : ia.ûC.2022 

2B.1 Applicant for certificate (name and address) : 

2B.2 

2B.2 

2B.3 

3.1. 

3.2. 

3.3. 

Status of applicant: a/b/c (key in appropriate category as 
defined in note 8) 

For categories b and c the name and address of the 
manufacturer producing the dosage form are : 9 

VVhy is marketing authorization lacking ? 
Not required/not requested/under consideration/refused 
(key in as appropriate) 

2B.4 Remarks: ı s 

Does the certifying authority arrange for periodic 
inspection of the manufacturing plant in vvhich the dosage 
form is produced ? yes/no/not applicable 1 4 (key in as 
appropriate): YES 

If no or not applicable proceed to question 4. 

Periodicity of routine inspeetions (years): 3 YEARS 

Has the manufacture of this type of dosage form been 
inspected ? yes/no (key in as appropriate): YES 

Do the facilities and operations conform to GMP as 
recommended by the VVorld Health Organization ) 1 5 

yes/no/not applicable 1 4 (key in as appropriate) : YES 

Does the information submitted by the applicant satisfy 
the certifying authority on ali aspects of the manufacture of 
the product ? 1 6 yes/no (key in as appropriate): YES 

APPLİCABLE 

f authorized person 

This certificate is valid for 2 years from the date ofissue unless submittedmttt âpprçjted ir^ermation does not change. 

Address: Söğütözü Mahallesi 2176. Sok. No:5 06520 Çankaya/ANKARA 
P. +90 312 218 30 00 



f 
General insrructions 
Please refer to the guidelines for full insrructions on how to complete this form and information on the implementation of the Sch. 

The forms are suitable for generation by computer. They should alvvays be submitted as hard copy, vvith responses printed in type raftı 
handvvritten. 

Additional sheets should be appenclecl, as necessary, to accommodate remarks and explanations. 

ExpIanatory notes 

I This certificate, vvhich is in the format recommended by WHO, establishes the status of the pharmaceutical product and of the 
applicant for the certificate in the exporting country. It is for a single product only since manufacturing arrangements and approved 
information for different dosage forms and different strengths can vary. 

: Use, vvhenever possible, International Nonproprietary Names (INNs) or national nonproprietary names. 
The formula (complete composition) of the dosage form should be given on the certificate or be appended. 

' Details of quantitative composition are preferred but their provision is subject to the agreement of the product-licence holder. 
5 When applicable, append details of any restrictipn applied to the sale, distribution or administration of the product that is specified 

in the product licence. 
" Sections 2A and 2B are mutually exclusive. 
7 Indicate, vvhen applicable, if the licence is provisional, or the product has not yet been approved. 
s Specify vvhether the person responsible for placing the product on the market: 

(a) manufactures the dosage form; 
(b) packages and/or labels a dosage form manufactured by an independent company; or 
(c) is involved in none of the above. 

" This information can only be provided vvith the consent of the product-licence holder or, in the case of non-registered products, the 
applicant. Non-completion of this section indicates that the party concerned has notagreed to inclusion of this information. It should 
be noted that information concerning the site of production is part of the product licence. If the production site is changed, the licence 
has to be updated or it is no longer valid. 

1 0 This refers to the document, prepared by some national regulatory authorities, that summarizes the technical basis on vvhich the 
product has been licensed. 

I I This refers to product information approved by the competent national regulatory authority, such as Summary Product 
Characteristics (SPC) 

1 2 In this circumstance, permission for issuing the certificate is required from the product-licence holder. This permission has to be 
provided to the authority by the applicant 

1 3 Please indicate the reason that the applicant has provided for not requesting registration. 
(a) the product has been developed exclusively for the treatment of conditions — particularly tropical diseases — not endemic 

in the country of export; 
(b) the product has been reformulated vvith a vievv to improving its stability under tropical conditions; 
(c) the product has been reformulated to exclude excipients not approved for use in pharmaceutical products in the country 

of import; 
(d) the product has been reformulated to meet a different maximum dosage limit for an active ingredient; 
(e) any other reason, please specify. 

1 4 Not applicable means the manufacture is taking place in a country other than that issuing the product certificate and inspection is 
conducted under the aegis of the country of manufacture. 
The requirements for good practices in the manufacture ard quality control of drugs referred to in the certificate are those included 
in the thirty-second report of the ExpertCommittee on Specifications for Pharmaceutical Preparations, WHO Technical Report Series 
No. 823,1992, Annex 1. Recommendations specifically applicable to biological products have been formulated by the WHO Expert 
Committee on Biological Standardization (WHO Technical Report Series, No. 822,1992, Annex 1). 

'" This section is to be completed vvhen the product-licence holder or applicant conforms to status (b) or (c) as described in note 8 
above. Itis of particular importance vvhen foreign contractors are involved in the manufacture of the product. In these circumstances 
the applicant should supply the certifying authority vvith information to identify the contracting parties responsible for each stage 
of manufacture of the finished dosage form, and the extent and nature of any controls exercised över each of these parties. 



18.02.2022 

DILEMV 5 MG / 5 ML SOLUTİON FOR RECTAL/ IM/ IV INJECTION/INFUSION 

Name of the ingredients Ouantity 

Midazolam (1 ) 1.00 mg 

Sodium Chloride 9.00 mg 

Concentrated Hydrochloric Acid ( 2 ) q.s. 

Sodium Hydroxide ( 3 ) q.s. to 
pH 2.9-3.7 

Water for injection q.s to 1.0 ml 

( 1 ) Midazolam amount is calculated according to 100% potency. 
( 2 ) 25 % (v/v) Hydrochloric acid solution is used. 
( 3 ) 10 % (w/v) Sodium hydroxide solution is used. 
q.s. : Quantity suffıcient 

Çualiry Operations Manager 
Gülçe Gökbulut Ozaslan 

Saba Hac Sanayii ve Ticaret A.S. Member of E a s t P h a r m a 

O Halkalı Merkez Mah. Basın Ekspres Cad. No:1 Kat:1 34303 
w Kucukcekmece - İSTANBUL Registration Number 94262 4902126929220 +90212 6977085 wv/w.sabailac.com.tr/en | www.eastpriamia.com 
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