JNEPKABHA CJIY/KBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBHKIN OBJIACTI

npos. Ceitnuunoi Hanii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €ZIPTIOY 37078774

BUCHOBOK
PO AKICTh BBE3€HOI0 B YKpaiHy JiKapchbKOro 3acody

24.06.2025 Ne 29623/25/10

BICEIITOJI®

(naiiMeHyBaHHS JiKapchKOro 3aco0y 3rifHO 3 peecTpaliifHuM MOCBiTYEHHAM)
Tabaerku no 400 mr/80 mr; no 14 rabjerok y 6Jicrepi, no 1 6aicrepy B KapToHHil Kopooui

(dhopma BuIycKy, NO3yBaHHS, BHJ IAKYBAHHS JIIKapChKOro 3acoly)

Howmep peecrpaiitioro nocsiguenns UA/3027/01/02 crpox aii peecrpariitoro nocsinuenns 01.01.2099

Cepis mixapcbkoro 3acoby Ne 13478748 Kisnbkicts BBe3enoro sixapceskoro 3acody 1040
Bupobuuk AT «Anamen @apmay, [omnbiia
(naliMeHyBaHHA BUpOOHHKA JIIKapChKOTO 3aco0y, KpaiHa MOXOKEHHS )
Baesero B Yipainy CrijibHe yKpaiHCbKO-eCTOHChKE MiAMPHEMCTBO Y popmi ToBapucTBa
3 o0Me:xeHOI0 BiqnositanbHicTIo "OnTtiMa-®apm, JIT/", inenr. xox:
21642228

(naiiMenyBanHs Ta kog| 3a €JIPTIOY ropumuunoi ocobu abo npizeuie, iM'a, o GaTekoBi (izHaHOT
ocobu - mignmpuemns, i Micle IpoKHUBaHHA Ta peecTpaliiHui HoMep 00IiKOBOT KAPTKH IJIATHHKA
nojaTkis abo cepis Ta HOMep nacrnopra)

Iporoxoa Bisyaasnoro konrposo six 24.06.2025 Ne 1917/1.

3a pesyibTaTaMM JIEPKABHOIO KOHTPOIIO BCTAHOBIEHO, MIO Jikapcekuit 3acib BBeseHo B VYkpainy 3
AOTPHMAHHAM BuMOT 3aKOHOJABCTBA 111010 3a0€31IeYEHHS AKOCTI JIIKAPCHKHX 3aC00iB.

Onera EPBOMEHKO

{migmwc) {iminiams ra ppizaane)

TRIAL MCDE - a valid license will remave this message. See the keywards property of this PDF for mare infarmation.



JloroTun KxoMmaHii

Ceprudixar sikocri Ne 757/2025
BICENTOJ ®, Taéaerkn, no 400 mr/80 mr

Kpaina Bupoduuka: [lonbia

Peccrpauiiine nocsigueHHs No: UA/3027/01/02

aie no: HeobMexxeHni

Cuna aii / akruBHicTsb: cynbdamerokcasony 400 mMr, TPUMETONIPUMY 80 mr

Jlikapchka (opma: TabneTKn
Tun Ta po3mip ynakosku: Ne
Howmep cepii: 13478748

KinbKicrs ynakoBok y cepii: 42 640 yn.

Nara supodunursa: 112024
Crpox npuparuocti: 10 2029
BupoGHuK JIikapchbKoro 3aco0y:
AT «Anamen Gapmay, Ionbiia

Ceprudikar sianoiznocti GMP jst BUPOGHIKA, 10 HA/IAE J03B]

Hinsuuus: AT «Angamen dapmay, [Tonbma
Aapeca: By Mapur. Jhx. [Tincyacbkoro 5, 95-200, ITa6’suine, Iloibiia
Ceprudixar GMP: Ne ISF.405.7.2024.1P.1 WTC/0039_01_01/11

Homep aiuensii: 204/0039/15

KourpoJn, nposeaenuil y sianosimuocri 3 MKSI a0 PI1 Ne UA/3027/01/02

14 (o 14 ta6netox y Guictepi; no 1 Gxicrepy B KapTOHHIN KopoOLLi)

JI Ha BUNYCK cepil:

Ne | TToxkasHuKH Bumoru / niMiTH Npu BUIYCKY cepii PesyanTaTu
I Omnwuc Tabnerku 6inoro KOJILOPY 3 | Bignosigae
JCOBTYBATUM  BIATIHKOM, Kpyrioi
dopmu, mocki 3 000X CTOPIH, 3
[AZKOK TMOBEPXHE, 3  LIJIbHUMH
kpasimu, 3 (ackoio, 3 0OjuHOro OoKy
rpaBipoBaHi PHUCKOIO «-» Hajl AKOHO
3HAXOAATHCS JIiTEPH «Bs»
2 Jliamerp TabieTkn 12,8 — 13,4 mm 13,1 MM
3 InenTudikanis :
3.1. BunipoOyBaHHs Ha
MPUCYTHICTB
Cynb(phaMeToKCasoly:
- peaxilis 0CaPKCHHSA 3 3eneHo-KOBTHI 0cal Binnosinae
cynbgarom miai (IT)
- KONILOPOBA PEaKLiIs 3 Oparikese 3a0apBIICHHS Binnosinac
KHCJIOTOIO XJIOPHCTOBOJHEBOIO,
HATPIIO HITPUTOM 1 JIyXKHHM
posuntom B-nadrony
3.2. BunpoOyBanns Ha
IIPUCYTHICTb TPUMETONPHUMY:
- KONLOPOBA PeaKllis 3 Bianosinac

6poM(peHOTIOBHM CHHIM
- KOTbLOPOBA PeaKilis 3 HoJLOM

[HTeHcHBHE UepBOHE 3a0apBIICHH

OpaH)KCBO—KOpIA‘IHCBC 3a6ap3nem—1x

Bianosijgae

4 Cepennst Maca 646,0-714,0 mr 684,2 mr
(680,0 mr £ 5%)
5 OaHopiAHICTE MACH V Bif10BIZiHOCTI 3 BUMOTAMHM Bianosigae

6 Cropouiti jomiwku (BEPX):
-oKpeMi Bizomi JOMiLIKK
cynbdamMeTokcasony

- OKpEMi BIZOMI JOMIIIKH
TPUMCTOIIPUMY

-OKpeMa HeBiloma JIOMIIIKA
- CyMa JIOMILIOK

He BumaraeThcs Npu BHITYCKY cepii

7 PosmanadHs

He BuMaraeThes NPU BUITYCKY

8 | Posuunenns' (BEPX)

He meniue nix 75% uepes 435 XBUIIHMH

Cysbpanerorcason: 100 %

(98-102%)

PexBU3UTH KOMIIAHAHY

Z

79 0F @/




Jororun xomnanii
Ceprudikar skocri Ne 757/2025
BICENTOJI ®, Taéaerkn, no 400 Mr/80 mr

Kpaina supotuuka: Monbima

Peecrpauiiine nocsiguenns Ne: UA/3027/01/02 aie 10: neobMmexenni

Cuaa aii / akTuBiicTs: cyibpameroxcasonry 400 mr, tpumeronpumy 80 mr

Jlikapchka ¢opma: tabnerin

Tun ta po3mip ymakosku: Ne 14 (o 14 ta6nerox y brictepi; 1o | Gmictepy B kapToHHiit Kopo6ui)
Howmep cepii: 13478748

Kinbkicrs ynaosox y cepii: 42 640 ym.

Jdara pupobuuursa: 11 2024

Crpoxk npuaarunocri: 10 2029

Tpimeronpim: 100 %
@ (99-102 %)
9 KinbxicHe BusHavuenus:

9.1. CysspameToKkcazon 388,0 - 412,0 mr (400,0 mr £ 3%) 402,4 mr

(M= THTPYBaHHS, M-J1
NOTEHLIOMETPIYHOrO THTPYBAHHA )

9.2. TpumeTOnpHM (-1 76,0-84,0 mr (80,0 mr % 5%) 79,5 mr
aTpyBanug, Y@ m-a)

10 | Mikxpo6ionoriuna uucrora ';
(E€pp.Dapm.)

BaraneHa KifbKicTh aepoBHUX He 6inbwe 5008 1 1 <100
mixpooprauizmis (TAMC)
3aranbia KiibKicTs He 6inbuie 508 1 r; <10
APLKIUKOBUX | LBINEBMX MpUOIB
(TYMC)

Escherichia coli Bincyruicts B 1 1 Bincytni

'~ sunpodysanns sukouyioms das komucnor 10- cepit

BUCHOBOK: Jlana cepis sianosigae sumoram MKS 10 Peecrpauiitnoro noceiguexus Ne
UA/3027/01/02

Komenrapi: 36epirarn npu temneparypi e sue 25 © C. 30epirarty B HEAOCTYIIHOMY ISl JiTeH Micii,

3asnea npo cepmudpiauiro: Lum s 3aceiduyio, wo nasedena suwye indhopmayis € docmosipnoro i
mounoio. Lo cepito npodykyii 6yno eupobreno, exmouaiowu nakyeanisn / MapkysamHs ma npoeeoeno
KOHmpony i sxocmi HA  Guje3asnayvenitt  OinbHuyi Yy noeuiti gionosionocmi 3 eumozamu GMP,
BCMANOGACHUMY  MICYCGUM  DE2YTAMOPHUM  OP2AHOM, A MAKONC GiON0GIOHO 00 cneyuikayit , o
Micmsimocs v peccmpayiinomy docwe.  [Ipomoronu 6upobIUYMEa, nakyeamius ma ananizie  6yao
nepezisnymo ma scmanosieito ¢ionosionicms GMP.

Peanizayis npodyxmy doszsonena.
IM’a Ta nocapa ocobu, BignoBizansuoi 3a BUIyCcK cepii: Ouiexcanapa Majexuyk, Ksanidikosana

Oco6a
Hixnuc ocobu Bianorizansuoi 3a Bunyck cepil:

Jara Bunycky: 18.03.2025

PexBu3uTL2 KOMIIaHuH




CERTIFICATE OF QUALITY Ne 757/2025
BISEPTOL ®, tablets, 400 mg/ 80 mg

Country manufacturer: Poland

Registration Certificate No: UA/3027 01:02 valid until: unlimited

Strength/Potency: sulfamethoxazole 400 mg, trimethoprim 80 mg

Dosage form: tablets

The size and type of packaging: No 14 (14 tablets in a blister, | blister in a carton box)

Batch number: 13478748

Total quantity of packs in batch: 42 640 packs

Manufacturing date: 11 2024

Expiry date. 10 2029

Manufacturer of the medicinal product:

Adamed Pharma $.A., Poland

GMP Certificates for all manufacturing sites and site of quality control:

Site: Adamed Pharma S.A., Poland

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

Certificate of GMP: No ISF405.7.2024.1P1 WTC 0039 01 0111

Manufacturing License: 204/6039/15

Controls made in accordance with the methods of quality control of the RC Ne UA/3027/61/02

Specified values (permissible limits)
1 Description White tablets with yellowish tint, round, canforms
flat on hoth sides, with smooth surface,

with solid edges, with bevel, engraved on

one side with ™", above which are located

the letters "Bs".
12,8 - 134 mm

Mo Controls

Results

Diameter of table

3 Jdentification:

7.1, Sulfamethoxazole presence test:

- precipitation reaction with copper{il)
sulfate Green-yellow precipitation appears conforms

- color reaction with hydrochloric
acid, sodium nitrite and alkaline p-
naphthol Orange coloration appears ! conforms

13,1 mm

...... S SN

{

3.2, Trimethoprim presence test:

- color reaction with bromophenol Intensive red coloration appears conforms
blue
| - color reaction with iodine  Orange-brown coloration appears conforms
4 | Average mass 646,0 - 714,0 mg . %
! i . &5 ; 684,2 mg ]
_________ _ L A6BOO mE s SY)
A iformity of m According to requirements conforns "

6 | Related substances (HPLC) Not required at batch release

- separate known impurities of
sulfamethoxazole

- separate known impurities of
trimethoprim

| . separate unknown Impurity

Adamed Phormna SA

5 H HEH B8




CERTIFICATE OF QUALITY Ne 757/2025
BISEPTOL ®, tablets, 400 mg/ 80 mg

Country manufacturer: Poland
Registration Certificate Ne: UA/3027/01/02 valid until: unlimited
Strength/Potency: sulfamethoxazole 400 mg, trimethoprim 80 mg

Dosage form: tablets

The size and type of packaging: Ne 14 (14 tablets in a blister, 1 blister in a carton box)
Batch number: 13478748

Total quantity of packs in batch: 42 640 packs

Manufacturing date: 11 2024
Exziry date.: 10 2029

- wotalmeurities
ration time _

ired at batch release

/
8 Dissolution' (HPLC m-d) Not less than 75% SULF: 1(}0%
after 45 minutes (Q) _; {98-102)%

TRIM: 100%
(99-102:%

9 | Assay:
7.1. Sulfamethoxazole
¢ (titration, potentiometric titration m-d) 388,0 - 412,0 mg (400,0 mg + 3%) 402,4 mg
1 7.2, Trimethoprim
_ itration, UV method; 76,0 - 84,0 mi 180,0 mz & 5% 795 my
10 Microbiological purity! (Fur.Ph)
- Total aerobic microorganisms not more than 500 1 g; ' <100
{TAMC)
- The total number of yeasts and not more than 50 in 1 g; <10
molds (TYMC)
! - Escherichia coli » absencein i g are absent

1 tosts provide for each 100 batch

The result at the analysis: This batch meets requirements of the Methods of Quality control of Registration Certificate
No UA/3027:01/02
Comments: Store at a temperature not exceeding 25°C. Keep out of the reach of children.

Certification statement: Lhereby centify that the sbove information is authente and accusate “T'his batch of product has been manufactured, mituding
packaging labeling, and quahty control has been carvied out at the above site w full compliance with GMP requirements established by the tocal
Regulatory Authority and 1n accordance with the specifications contained in the registration dossier. The production, packaging and analysis protocols
were reviewed and found in comphiance with GMP |

Realwation of the product is allowed

Date of release: Qualified Person Signature

Adomed Phanng 5.4,
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