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Batch Release Certificate Ne 2414 

Client: Macarthys Laboratories ltd UK 
Importing Country: United Kingdom 
Client product name: Xaaaitin XL 36 mq 
Product name: 
Manuf. Batch Number: 

Methylphenidate ProlonQed-release tablet 36 mq 
2000046984 

Client Batch Number: 120140 

Dosage form: � Tablets D Capsules 

Name of API supplier: JOHNSON MATTHEY INC. 
Batch Number of API/CEP D100004521 / R0-CEP 2017-119-Rev 02 
Rev.: 
Manufacturing date: 05/2022 Expiry date: 05/2024 

Package size: 1 bottle x 30 Package Type: D Blister 
� Bottle 

Quantity released: 16 440 packs MA/NOA/ANDA: PL 01883/0361 

Bulk production site: Balkanpharma-Dupnitsa AD 
3, Samokovsko Shosse Str. 
Dupnitsa 2600, Bulgaria 
MIA: BG/MIA-0299 

Packaging site: Balkanpharma-Dupnitsa AD 
3, Samokovsko Shosse Str. 
Dupnitsa 2600, Bulgaria 
MIA: BG/MIA-0299 

Testing site: Balkanpharma-Dupnitsa AD 
3, Samokovsko Shosse Str. 
Dupnitsa 2600, Bulgaria 
MIA: BG/MIA-0299 

Release site: Balkanpharma-Dupnitsa AD 
3, Samokovsko Shosse Str. 
Dupnitsa 2600, Bulgaria 
MIA: BG/MIA-0299 

Results of analysis: CoA N!! 292792 
Comments: Storage: This medicinal product does not require any special 

storaqe conditions. 

1. I hereby confirm that the above mentioned batch has been released to the market by
Balkanpharma Dupnitsa AD.

2. I hereby declare that the above information is authentic and accurate. This batch has
been manufactured, including packaging and quality control at the above mention site,
in full compliance with the GMP requirements of the local Regulatory Authority and with
the specification in the Marketing Authorisation of the importing country.

3. The batch processing, packaging and analysis records were reviewed and found to be
in compliance with GMP and Technical Agreement.

4. Were there any significant deviations from the manufacturing process stated in the
Technical Agreement concerning product quality or release:

� No D Yes (see copy of deviation re 

Chitic Vlad





tea QUALITY CONTROL DEPARTMENT 

DUPNITSA,BULGARIA 

CERTIFICATE OF ANALYSIS AND COMPLIANCE 

PRODUCT: Methylphenidate 36 mg Prolonged-Release Tablets 

LIST#: 3331650 'll'l'JJ!,Al"'lAL LOT#: 

LIMS LOT NUMBER: 292792 

2000046984 

TEST LIMITS RESULTS 

Cperora Maca/ Average tablet mass 

Cpe� MBI:,a/ Average tablet mass 

C'J.A'J>pmume ua BOIJ.a/ Water content 

CT.A'J>p)I(lllDle Ba BOTJ.a/ Water content 

345.8 mg:!: 5 % (328.5 mg- 363.1 mg) 

He noBe'le OT 6 % /NMT 6 % 

C'J.A'J>plDHBe aa Methylphenidate B �a Tali.JJ:euca/ Assay (HPLC) 

1. Assay in percentage

2. Assay in milligram

23-Jun-2022

95 % - 105 % OT OOJIBeHOTO C'LA1>pxwme 

195 % - 105 % of the stated amount 

34.2 mg - 37.8 mg 

Page2of6 

344.9mg 

4% 

97% 

34.9mg 

ReportNumber: 105057 
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