JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. Ceitimmunoi Hanii, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKoro 3acody

09.10.2024 Ne 50206/24/10

BICEIITOJI®
(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
Tabaerku no 100 mr/20 mr, mo 20 TabdJerok y Oaicrepi; mo 1 dJaicrepy B KapToHHi#i Kopooui
(dhopma BHNyCKY, 103yBaHHS, BAJ| AKYBaHHS JTIKAPCHKOro 3aco0y)

Howmep peecrpauiitnoro nocsimaerns UA/3027/01/01 erpox nii peecrpauiitnoro nocsimaerns 01.01.2099

Cepis nikapcskoro 3acoby Ne 13193580 KisbKicTh BBe3eHOro Jikapcrkoro 3acoby 980
Bupo6uuk AT «Anamen @apmay, [lonbiia
(naliMeHyBaHHA BHpOOHHKA JIiKapchKkoro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CriibHe yKpaiHCbhKO-€CTOHChKE MiAPHEMCTBO Y (popMi TOBapHCTBa
3 o0MexeHo10 BinnosinaasnicTio "OnriMa-®apm, JITA", inenr. xon:
21642228

(naiimenyBanns Ta koj 3a €JIPTIOY ropuamanoi ocodu abo npiseuime, iM'd, no 6aTekoBi (iznaHOT
ocobH - minpremnd, i Miclle NpoKHUBaHHSA Ta peecTpaliiinuii Homep 001iKoBOT KapTKH MJIaTHHKA
nofarkis abo cepis Ta HOMep nacnopra)

Iporoxou Bisyansunoro xonrpouo six 03.10.2024 Ne 2976/1.

3a pesyipTaTaMM JIEpKABHOTO KOHTPOJIIO BCTAaHOBJIGHO, WO JHKapchkWit 3aci6 BBeseHo B YKpaiHy 3
AOTPHMAHHAM BHMOT 3aKOHO/IABCTBA IO/10 3a0€3MEUCHHS AKOCTi JTIIKAPCHKHX 3aC00iB.
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Biktrop CTE®KIBChKHWUH

(iHiLianK Ta Npi3RHILe)

TRIAL MODE - a valid license will remove this message. See the keywords property of this FOF for mare information.



CERTIFICATE OF QUALITY Ne 2363/2024
BISEPTOL ®, tablets, 100 mg/ 20 mg

Country munufacturer: Poland

Registration Certificate Ne: UA/3027/01/01 valid vutil: unlimited
Strength/Potency: suifamethoxazole 100 mg, trimethoprim 20 mg

rosage form: tablets

The size and {ype of packaging: Ne 20 (20 tablets in a blister, 1 blister in a carton box)
Buich number: 13193580

Total quantity of packs in batch: 24 870 packs

Manufacturing date: 04 2024

Expiry date.: 03 2029

Msnufacturer of the medicinal product:

Adamed Pharma S.A., Peland

GMP Certificates for all manufacturing sites and site of quality control:
Site: Adamed Phanna 8.A., Poland

Address: ul. marsz. J. Pilsudskiego 5, Pabianice, 95-200, Poland

Certificate of GMP: Ne ISF.405.7.2024.1P.1 WTC/0039 01 01411
Manufacturing License: 284/0039/15

No Controls Specified values (permissible lmits) Results
- On release
1 Description White tablets with yellowish tint, round, conforms
flat on both sides, with smooth surface,
with all edges, with bevel, engraved on
S S one side with letters "Bs", —
2 ¢ Diametero 7.8 -83 mm 8 1lmm
3 Identification:
© 3.1, Sulfamethoxazole presence test:
- precipitation reaction with copper{1l)
sulfate Green-yellow precipitation appears conforms
- color reaction with hydrochloric
acid, sodium nitrite and alkaline B~
naphthol Orange coloration appears conforms
3.2, Trimethoprim presence test;
- ¢ofor reaction with bromophenol Intensive red coloration appears conforms
blue
- color reaction with iodine Qrange-brown coloration appears conforms
4 | Average mass 170,0 mg & 7,5 % 1710 mg
(1570 mg - 183 0 mg})
5§ Uniformity of mass According 1o requirements conforms
& | Related substances (HPLC) Not required at bateh release e
~ separate known impurities of
sulfamethoxazole
- separate known impuritics of
trimethoprim
- separate unknown impurity
- total impuritics
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ADAMED

CERTIFICATE OF QUALITY XNe 2361/2024
RISEPTOL @, tablets, 160 mg/ 20 mg

Country manufacturer; Poland

Registration Certifiente Nev UAS3027/01/01 valid until: unlimited
Strength/Potency: sulfamethoxazole 100 mg, trimethoprim 20 mg

Dosage form: tablets

The size and type of packaging: Ne 20 (20 tablets in a blister, 1 blister in a carton box)
Batch number: 131933580

Total quantity of packs in batch: 24 870 packs

Maunufacturing date: 04 2024

Expiry date.: 03 2029

7 1 Disintegration time Nat required at batch release s
§ | Dissolution! (HPLC m-d) Not less than 75% SULF; 85%
after 45 minutes (Q) (73 - 98 %%}
TRIM: 94 %
(79 - 105 %6}
9 1 Assay:
9.1, Sulfamethoxazole
{titrmtion, potentiometric titration m-d) 100,0 mg + 3% (97.0 mg - 103,0 mg) 98,8 mg
9.2. Trimethoprim
{titration, UV method; 20,0 me = 5% (19,0 my - 21,0 myj 19.7 my
10 | Microbiological purity' (Eur.Ph.) conforms
- Total serobic microorganisms not more than 500 in 1 g;
: (TAMC)
- The total number of yeasts and not more than 30 in 1 g
molds (TYMC)
- Escherichia coli absence in 1

' tests provide for each 18 batch

The result at the analysis: This batch meets requirements of the Methods of Quality control of Registration Certificate
e UA/3027/61/01
Comments: Store at a temperature not exceeding 25°C. Keep out of the reach of children.

Certification statement: | hereby certify that the above jnformabion is anthentic and acourate. This batchof produet has been manulaviured, inehuding
packaging 7 fabeling, and quality control has been carried owt a( the above site in foll complisnce with GMP requirements established by the local
Reglatory Authonity and in aceondance with the spesificatinns contained in the registmtion dossier. The production, packaging and analysis protocols
ware reviewed and found in compliance with GMP .

Reatzaton of the product is alfowed.

Date of release: Qualified Person Signature
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Jorerun komupanil

Ceprudinar sroeri Ne 2361/2924

BICENTOMA ®, radaersu, no 160 su/20 mr
Kpaiva supodunra: Honia
Pecorpaniiine nocsigueins Neo UA/3027/01/01 UG 103 HeoGnMeKeH it
Cuaa aii / avrasiicrs: cyasgasverokeazoay 100 smr, rprvertonpusy 20 s
Jivapesra dopya: rabaersn
Tan a posmip yoakosi Ne 20 (no 20 1w
Homep cepii: 13193580
Kinbricrs yuaropor y cepii:
Jdara supedsnrrea; 04 2024
Crpor spuparnocri: 03 2029
BupoGime girapchroro zacody:
AT «Ananen Dapsar, Tonsiga
Ceprudirar sianosinnocri GMP aas srpoduuka, mo Hagac 1038l wa Biycx cepii:
Jiasumuen AT «Axames Gapuvan, Toassa
Aapeea: sy Mapan Jbx, Tliscyacukoro 3, 93-200, a0 smine, Hoanina
Ceprugirar GMP: Ne ISF.405.7.2024.1P. 1 WTCA039_01_01/11
Hosep aimensii; 204/0039/15
Komrpoat nposeaennii v sianosianocti 3 MK a0 PH N UA027/01/01

P

ook y Gicrepi: no 1 Guictepy B xaprouniii kopodui)

24 870 yn.

Ny Floxkazuuxy Bustors / aiairn npy BHAYCRY Pesvianrarn
cepli
I Onue Tabacren  Gitoro  xonwopy 3| Bianowinae

ROBTYBATHM  BLATIHROM,  Kpyraof
dopur, mroeki 3 0dox cropin, 3
THAAKOIO HOBEPNHCIO, 3 HUILHIAH
kpassir, 3 dackoio, 3 oaricl

croponi  rpagiposani  OykpaMu

«Bsy
2 Hiamerp rabneren 7.8-8.3 mm 8.1 um
3, Laewradicaiis
3.1 | Bunpolypauss ua npHeyTHICTL

C}UIla(E)ﬂ,s\d@‘]‘()l{ﬂ{l’j(‘.}}lyi

- PeaKULIs DCAIKCHHS 3
eyanparom s (11)

~ KONBOPOBA PCAKILBL 3 KICAVTOIO
NAQPHCTOROANCROIO, BATPIIO
BITPHTOM [ HyIRHHM pozunnoy f-
wadrroay

3eieHO-KOBTIIT 0Cal Blwosiaae

Opatsxkene 3abappacnus Bianonizae

3.2, BunpoOysauns ua npueyTHicts
TPHMCTONPHAMY!

~KOILOPOBA PeAKitin 3
OpOMpEHOTORIN CHHIM

- KOJHOPOBA peak s 3 oo

Inrencnsie yepsone sadapsnenns | Bianonisac

OpanreBo-KOPHUHERE Biamosizae

sabappachis

4, Cepenns Maca 170,0 mr 5 7,5% 1710 s
(157.0 mr - 183,0 mr)
3. Qamopianicrs no Mac Y BUATOBLHOCT] 3 REMOTANMY Bizmosinae

0.

CTopount AOMILIKH:
-OKpOME BEIOMI JLOMITKH
CYabPAMETORCHR0HY

~ QRPEMI BLAOMI JOMIIIKH
TPHMETOTIPHMY

- QKPEMA HeBIAOMA J0MITUKR

He puMaracrnes pH BUITYeRy
cepii

Persispnrnlkomnaniii

Srees




Jorormn woyuaniy

Ceprudikar siwoeri Ne 2361/2024

BICEITTOA @, rabaerew, no 100 sc/20 mr
Kpaiua srpodunka: [Tonsna
Pecorpanitine nocsiguenns Ne: UA/3027/01H/01 AlC A0z HeoOMERCH B
Cuaa aii / axrasaicrs: cyasdanieroxeazony F00 mr, tpiseronpusy 20 ar
Jikapenra dopya: tabaeren
Furt ra posmip yeaxkoska: Ne 20 (no 20 radsnerox v Guicrepi o | Gaicrepy B xaprouniii kopodui)
Homep cepit: 13193580
Kispricrs yoawosor y cepiic 24 870 vn.
Jara supoedmmrrea; 04 2024
Crpor npugarnocyi; 03 2029

= CYMR AOMILIOK

7. Posnaaanns He BHMAracrues npi BHOYCKY | oemmmeeas
cepii
8. Posunnenss’ He menm vk 75% uepes 45 Cynnh. 85 %
xuuann (Q) {71398 %)
Tpuwmer.: 94 %
(79-105 %3
Y. Kigniicne susnasens:
Q.1 | Cyawameroxcason TOO0 M 2 3% (97,0 mr -103.0 Q8.8 Mmr
(ML THTPY AR, M1 M)
BOTCHIGOMCTRHWHOIO FWIPYRAINS )
9.2, | Tpmveronpun 20,0 mr 4 5% (19,0 mr - 21,0 w1y | 19,7 mr
(e rrpyranyn, Y@ s
10 MirpoBionoriuna ancrora '
JaranbHa KUILKICTE acpolrux He 6lnvine 300 8 Ir Biaposinae

sixpoopranizvis (TAMO)
3aransua kiaskicrs apbrakosnx 1| He Glawtue S0 8 1 r
nuizesnx rpudis (TYMC)
Escherichia coli BlLacytHicrs B 1

Lo RUBPOBYEGRIS BUKOUPIOND O3t Koscnol 101 cepit

BUCHOBOK: Jlaua copis siznosizae sunoray MKS g0 Pecerpanifinoro rocsizueHs
N LIA/3027/01/01

Kostewrapi: 38epivars npu remneparypi ne srue 23 © C. 38epirary b neaocrynnony juis dreli sicud.

3anea npo cepmugpirayiro: [use s saceiduyio, o nagedena wage indopsayia ¢ docmoeipuois i mouio.
Hio cepito npodviyil’ Grao eupolacio, GRmouaiony nusyeanis { MaprRysauig. ma nposeoeno Koumpoin i
SR M augesanayen i Oliimyl v nosiits sionosionocini 3 sustocasie GMP, semanocaenuan aicyeaun
PCSVUITIOPHIN  OPSGuoN, 4 MARONC siOnosiong 00 CRequdiauiil, wm AHCmsmnses v peecmpayiinosty
docne.  Tpomokoat  upoGHAENGa, RAKYS@HA  ma aieizic G0 Nepessuymo  ma  GCmMEiOeAeno
aidnosionicms GMP,

Peaaizanis npodveny dossorenda,

Jara nuaawi: 12.08.2024
Bixnosizaanna ocoda 3a punyex cepii [/ ndamie: Kamina Tpadasncska (Ocoda Ksaaidicosana)

PersisnTi2zoMnanilt




Jlororun womupanii

Ceprudinar swoeri Ne 236172024

BICEITOA ®, rabacren, no 100 se/20 wmr
Kpaiua enpotunra: Monsig
Pecorpauitine nocsiguennsn Nu UA/3027/01/01 AfC A0 HeOGMEKEHH I
Cwaa AT/ avrnenicrs: cyandamerorcasony 100 sy tpusetonpuMy 20 mr
Aivapenra dopaa: rabacren
Turra possmip yoaroskie Ne 20 (no 20 mabaerox v Gaicrept, no 1 @nicrepy s kaprouniii xopodui)
Hoatep copi; 13193580
Kinpricrs ynarwonos y cepit: 24 870 yn.
Java supobincrsa; 04 2024
Crpor apugaruocri: 03 2029

Pexpisnridkommanily
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