CERTIFICATE OF ANALYSIS

CEPTH®DIKAT AKOCTI

Mporexra Ne2309051_Crpanuua_1.jpg

Manufactured by
KENDY L.TD
Location: Bulgaria, 8 Gurmazovsko shose, 2227 Bozhurishte
Bupobaeno
TOB "KEHAI

Posrawmysanis: Bonrapis, § Iypyazoscexe moce, 2227 Bouwypiure

No: 5002

Product name: PROTECTA, effervescent tablets
Heazea npodyrmy: IIPOTEKTA, wiunyui mabaemru

Batch no.:

Ne cepii:

Batch size:

Po3nip cepii:
Manufacture date:
Hama supobruymea:
Expiry date:

Tepmin npudammuocmi.

2309051
10 445 packages/ynaxosox
09.2023

09.2026

Tests Limits/Specifications Results
Tloxasnuru axoch Hopmysannsn Pesyavmamu
Appearance Round flat tablets of white to off-white colour with beveled edge | Corresponds
3oeniwniii suznao and orange flavour; light mottling is acceptable. Bionogioae
Kpyeni miocki maGaemiu 610 6in020 do maiioce 6i1oeo koreopy 3§
CKOUWEHUMU  KDAIMY M GHETLCUHOBHM  CMAKOM;  JeaKa
RIAMUCINICHL QONYCIMUMA.,
Identification ‘
Toenmudpirayis
Glucosamine sulfate The retention time of the glucosamine sulfate peak in the | Positive
Tiokosaminy cynochain chromatogram of the Sample solution corresponds to that in the | Tosumusno
. chromatograni of the Standard solution, as obtained in the Assay.
Yac ympumysans niky auokosaminy cytohamy na xposamozpami
POIYUHY  3paska  gIONOBIOUE  IMGKOMY JIC HA  XPOMamoepasi
CHandapmnozo POHUKY, OMPUMAHOMY 6 AHA3L
Chondroitin sulfate Identification is controlled according to the assay method. Positive
Xondpolmuny cyneham IneuTrdikallis KOHTPONOETECS 38 METONOM aHanisy. Hoszumuseno
Methylsulfonylmethane The retention time of the methylsulfonylmethane peak in the | Positive
Memuncynechoninmemany chromatogram of the Sample solution corresponds to that in the | [Tosumueno
chromatogram of the Standard solution, as obtained in the Assay.
Yac ympumanua niky MemuiCyrb@oniImMemany Ha xpomamozpami
POSHUHY  3pA3Ka  GION0GIOUE  MAKOMY it HA  XPOMAmozpami
CHIAHOAPRINOZ0 POINUNY, OMPUMAHOMY HIQ MG alatizy.
Manganese gluconate dihydrate Absorption at 279.5 nm P_os'itivg B
Mapearyio enokoramy i ) - Hosumueno
duziopam Hoenunanns npu 279,5 um
<
Calcium Absorption at 422.7 nm Positive
Kanvyiii Tloznunanvs npu 422,7 nm Ilosumueno
Vitamin Ds The retention time of the vitamin D; peak in the chromatogram of | Positive
Bimamin D the Sample solution corresponds to that in the chromatogram of the | HHosumusto
Standard solution, as obtained in the Assay.
Yac ympumanns niky eéimaminy D3 na xpomamozpami po3uuny
3pazka 6iONOIdac MAKOMY ¢, HA XPOMAMOSPari CIAHOURINRO20
POZYUHY, ONPUMAHOMY IO 9ac AHWIZY. AL -,Z\ ;
Average mass. 8.00 g+ 2.5% (it 2.5%) |.7.85 g(2)
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kend )
Manufactured by
KENDY LTD
Location: Bulgaria, 8 Gurmazovsko shose, 2227 Bozhurishte
Brpotneno

TOB "KEHAI"
Posrawysauus: Goarapis, 8§ I'ypaasoseske woce, 2227 Bowypiwre

Cepednun.maca Not more than 2 of the individual masses deviate from the average | Corresponds
Uniformity of mass mass by more than 5% and none deviates by more than 10% from
average mass.
Qonopiouicae macu He Ginvwe nivic 2 okpemi macu ¢idxunnionecs 8i0 cepedusol macy | Bidnogidae
Ginbus mioie wa 5% i codna we gioxunsicmucs Binowt nivic na 10%
6I0 cepedibol Macu.
Water Not more than 1.5% Corresponds
Boda He 6iaowe 1,5% Bidnosidae
Disintegration Not more than 10 minutes Corresponds
Posnadannn He Ginvwe 10 xewiun Bionogidae
Appearance of solution Opagque, off-white solution with orange flavour Corresponds
Joanimnii euznnd posyuny Henposzopuit, maiisice 6iauil posiun 3i CMAKOM UNEAbCUHY Bionogidae
pH of solution
PpH posuuiy 4.0-5.0 4.3
Assay
Kinoricne eusnaqunns ;
Glucosamine sulfate 675.0 ~ 900.0 mg/tabl. (vz/matn.) ng/;g(‘;;%/j“b“
Tmokozamin cyrvgham 5943 mé/t abl
Chondroitin sulfate 540.0 - 720.0 mg/tabl. (sa/mabin.) (2 /'m abr.) '
Xondpotmun cyneham 7'2 6 0m gl/tab‘l
Methylsulfonylmethane 675.0 - 825.0 mg/tabl. (ma/mada.) (M?/’m“ 61,) ’
Memuncynoponinmeman 22'8 meg/tabl
Manganese gluconate dibydrate | 18.0 —25.0 mg/tabl. (wa/matn.) (M;, Jmatn.) '
Mapeanyio enjoxonamy ’ o
Ouziopam 500.0 mg/tabl.
;2::;;:2 450.0 — 625.0 mg/tabl. (we/mabn.) g‘ éf)/'g c;g,l/l)a )
Z;:;?::::;DD?, 360.0 ~ 660.0 1U/tabl. (MO/mabn.) (MO/matn.)
Heavy metals
Tuonexi memann
y Corresponds
éi:l?lé:&t)) ) <300 ppm Bidnogioae
e Corresponds
22?)1:};;n1 (€d) < 1.00 ppm ’ gi 5 noai()az
. ; } orresponas
5\3/1’2 ;(;’L:; y (Hg) <0.10 ppm Bidnovsioae
Microbiological quality
Mikpobilonoziuna vucmoma
- total aerobic microbial count | < 10° CFU/g <10° CFU/g
(TAMC)
- 3@eanbKa Kinsicicmes aepobuux | < 10° KYO/2 <10’ KYO/z
mixpoopaanizmie (TAMC)
— total yeast/moulds count <10*CFU/g <10*> CFU/g
(TYMO)
- 3a2ATLHA KiNLKICHb <107 KYO/z <10 KYO/e
OpidicdIcosux ma nricHaAsUX
epubie (TYMC)
- Bscherichia coli Absentin lg Absent
- Escherichia coli Bideymui/ e Bideymmire
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Manufactured by
KENDY LTD
Location: Bulgaria, 8 Gurmazovsko shose, 2227 Bozhurishte
Bupobneno
TOB "KEHAI"
Postamysanis: Bosrapis, 8 Dypyasoseske woce, 2227 Boxypimte

Packaging: Effervescent tablets. 20 effervescent tablets in a polypropylene tube, closed with polypropylene cap
with silica gel. 1 tube with the enclosed leaflet in a carton box.

Ynaroexa: wumyyi mabnemxu. no 20 wunyvux madnemox y noainponizenosiil my6i, saxpumiti ROAINPONINEHOE0I0
Kkprroio 3 cunikazenem. o 1 my6i 3 incmpyxyieio y KapmoHHIL kopobyi. «
Storage conditions: Store in a protected from moisture and light place at temperature not exceeding 25°C. Keep out
of reach of children!

Ymoou 3bepizannn: 36epicamu ¢ saxuueHoMy 6i0 eonroeu ma caimna micyi npu memmepamypi ne cuye 25°C.
36epizamu 6 nedocmynnomy ons Oimed micyi!

Expiry date: 3 years from the manufacture date. Do not use after expiry date.

Tepmin npudamuocmi: 3 poxu 3 0anu GUZOMOBHEHNA He suxopucmosysamu RICIsL 3AKIHUCHHS mepminy
npudamuocmi.

SURNAME AND POSITION OF PERSON, Quality Control Manager: /R.Stefanova/

APPROVING BATCH RELEASE TO MARKET Menedacep 3 konmponio axocmi: /P.Cmeganosa/
Hpizeue ma nocada / 36anHsL 0C00U,
axa eudana 038in na sunyck cepii

SIGNATURE AND DATE, STAMP
HTidnue ma dama nIONUCanus, newama / wmamn 26.09.2023




