Abbott Biologicals B.V. / AGBoTT Buonompkuikans B.B.

Veerweg 12, 8121 AA Olst, The Netherlands /

Beepser 12, 8121 AA Onucr,

HuaepnaHab

Certificate of analysis / Ceptudukart aHanu3sa

i Name of product / HazsaHue npopykta DUPHALAC® / AYDANAK® :
Country of the manufacturer / CTpaxa

2 NPOMSHOAMTENS The Netherlands / Hnaepnanas
Registration certificate number in Ukraine /

3 Homep perucTpauunonHoro ceprudukara 8 UA/3255/01/01
YKpauHe

4. Strength / Cuna peitcrauns lzctulose 667 mg / 667 Mr nakTynosb,

5 Pharmaceutical form / NexapcTBeHHan dopma Syrup 667 mg/1ml / Cvpon 667 mr/1mn
Size and type of the package / Pasmep v tun .

16. YRaKoBKA 200 ml in bottle / no 200 mn Bo dnakowxe
- Batch number / Homep cepuum 363376
) Batlch size / Paamep cepuu 125.424 packs / yn.

Date of manufacture / aTa npovssoactea 01.09.20

8.
Date of batch release / lata Brinycka cepum 24.11.2020

9. | Expiry date / [lata okoruaH1s cpoka rofHocTH 01.09.23

10. | Name, address gnd manafac.turing iesher Abbott Biologicals B.V. / AGGoTT Bucnogxukans 5.8,
numbers for all sites responsible for

. . Veerweg 12, 8121 AA Qlst, The Netherlands /

manufacturing process and quality control / Beepser 12, 8121 AA Onber. HANGDMAHRL)
HassaHue, agpec 1 HoMepa NULIEH3KIA Ha e ' » FMAEPRaHA
NpoW3BsQACTBO ANS BCEX Npou3soauTenei, ; -
OTBETCTBEHHSIX 33 NPOUSBOACTEEHHbI NPOLIECE I;\/ioasngtgg‘c:turmg Authorization (MTuenans Ha npousscacTsa)
W KOHTPCTIE KavyecTBa

11. | Results of analysis / PeaynbTaTtsl aHanuaa See table below / Cm. Tabnuuy Hike

Results of analysis /

PesynsTaTthl aHanusa

Parameter tested / Acceptance limits / Results /
KoHTponupyembIi napamers OdonycTumMmble rpaHullbl Pe3ynbTaTthl
Appearance / BHelHWA Bug A clear, viscous liquid, colorless to | Complies /
pale brownish-yellow / CooreeTtcTayeT
Mpo3payHasn, ryctas XMaKoCTs, oT
DecuseTHOW ac BnieHoro
KOPUMUHEBATO-XENTORATOMO LIBeTa
Identification / WaenTudukaLms
« Lactulose / NNakrynosza
- Retention time (HPLC) / Bpems yaepxusanun | Corresponds to standard / Complies /
(BIXHKX) CooTBeTCTBYET CTAHAAPTY CootBeTCTBYET
- Reaction with alkaline cupric tartrate solution, | Complies / CooTtseTcTRYET Complies /
Ph.Eur. 0924 / Peakumn ¢ LenoyHbIM CooTeeTcrByeT
pacTsopom TapTpaTta mean, Esp.®apm. 0924
- Reaction with ammecnia, Ph.Eur. 0924 / Complies / CooTBeTcTBYET Complies /
Peakuus ¢ ammuakom, Esp.Papm. 0924 Cooteercrayer
Purity / YuacToTa
+ Related sugars (HPLC)*, Ph.Eur. 0924 /
PoactaenHble caxapa (B3XKX)*, Esp.dapm.
0924
- impurity A (epilactose) / npumeck A (3nunakrosa) <10,0% 2.5
- impurity B (galactose) / npumecs B (ranakrosa) <15,0 % 12.0
- impurity C (lactose) / npumeck C (nakToaa) <10,0 % 6.7
- impurity D (fructose) / npumeck D ((ppykToaa) <1,0% <0.3
- impurity E (tagatose) / npumece E (Taratosa) <4,0% <0.3
- impurity F ((4£)-3-deoxypent-2-ulofuranose / =4,0% <03
npumeck F ((48)-3-ae3okcunenT-2-ynodypaHosa)
- impurity G (RRT ~0.8) / npumece G (RRT ~0.8) <159% 0.9
- impurity H {RRT ~1.5) / npumecs H (RRT ~1.5) = 1'5 a9, 0.3
- sum of impurities eluting after impurity H / cymma = 1’3 9, 0.5
NPUMECE, KOTOPbLIE SMIUPYIOTCA nocne npumecy H -
- any unspecified impurity / niotan neycraHoBneHHasa | _ 0.5% <05
npUMecs -

V.03 ED: 01-July-17

.7 |
W ay~1H




Abbott Biolcagicals B.V. / ABSoTT Buonopkukans b.B.
Veerweg 12, 8121 AA Clst, The Netherlands /
Beepser 12, 8121 AA QnbCT, HugepnaHasl

[ - total (excluding impurities B and C) / cyma npumecen | < 12,0 % 5.1
| (Ges npumecein B u C)
¢ pHof a 10% m/Vsolution in water), Ph.Eur. 3,0-7,0 5.0
0924 / pH 10% pacrsopa & Boge, Esp.dapm.
0924
+  Clarity of a 10% m/Vsolution in water), Ph.Eur. | Clear / MpoapauHbiii Complies /
0924 / MNpospavHocTs 10% pacreopa B 8BogE, CooTeeTcTBYET
Eep.®apm. 0824
» Colour of a 10% m/Vsolution in water), Not mere intensely coloured than | Complies /
Ph.Eur. 0924 / LiseT 10% pacTBOpa B BOAE, reference sclution BY6 / He CooTeeTcTBYET
Eep.®apm. 0924 Bonee VHTEHCMBHO OKpaLUeHHbINA
YeM 3TanoHHbLIM pacTeop BYs
Content / KonuyecteenHoe onpegenatne
* Lactulose (HPLC), Ph.Eur. 0924 / NTakTyncsa | 634,0 —700,0 g/liter / 678
(BOXX), Eep.®apm. 0824 634,0 —700,0 r/fnutp
Average filling volume (n=20) / Cpearuit o6bem > |abel claim / > ykazarHoro Ha 202
3anonHexus (n=20) ITHKETKE KONMYecTBa
Uniformity (n=20) / CpHopoaHocTs (n=20) the content of not more than 1 unit | Complies /
may be below the allowed CooteeTcrByeT
negative deviation from the label
claim; the content of not any unit
may be below twice this deviation
{ conepkadwe He Conee yem 1
YMaKoBKU MOXET ObITs MeHble
HWH#HeR AonyCTUMOR rpariilbl
OTKIIOHEHWA OT YyKasaHHoro Ha
STUKETKE KONMUYECTRA,
COAEPMaHWUE HU OAHOW YNaKoBKy
HE MOXET BbITh MeHbLe Yem
OBOHOE 3HauYeHWe aToro
CTKITOHEHWA
Labelled volume / YkazaHHsih 06bem Ha aTUKETKE; allowed negative deviation / Complies /
AONYCTUMARA HWKHAR rpaHuua CooteeTtcreyer
OTKIIOHEHUA
200-300 mi/ mn 9ml/mn
Microbiological Quality / MukpoBuonoriuyeckas
4YKCTOTa
- TAMC, Ph.Eur. 0924 [ o6uiee uicno aapobHbix < 102CFU/g / < 102KOE/r <
mMuKpoopraHwamos, Eep.®apm. 0924
- TYMC, Ph.Eur. 0924 / 0Bliee 4icno NnecHessiX 1 = 10'CFU/g / = 10" KOE/r <1
Aapoxokesblx rpubos, Esp.®apm. 0924 Absence in 1 mi/ Otcytetene 8 1 | Absent/ OteyTeTyeT
- Escherichia coli, Ph.Eur. 0924 / Esp.®apm. 0924 g

* Percentage of lactulose label claim / OTHocuTenbHO 3aAB/1EHHOTO Ha 3TUKETKE CoAepMaHns NaKTynessl

12. | Comments / KommeHTapuu

Destination countries / CtpaHbl-umnoptepsl: Ukraine / Ykpauna

13. | Certification statement /
3aseneHue o cepTuduKkaLan

| hereby certify that the above information is authentic and accurate. This
batch of product has been manufactured, including packaging/labeling and
quality control at the above mentioned site(s) in full compliance with the
GMP requirements of the local Regulatory Authority and with the
specifications in the Marketing Authorization of the importing country. The
batch processing, packaging and analysis records were reviewed and found
to be in compliance with GMP. / HacTosiuum noateepxnaio, ure
BbILIEU3NOKEHRES MHDOPMaLWA ayTeHTUYHa W 8epHa. [anHas cepua
npenapara npoussedeHa (BKNKYas YNnakosKy/MapkupoBKY U KOHTPOMb
Ka4ecTBa) BullUeyKasaHHLIM NpOUSBoOAUTENEM B MONHOM COOTBETCTBUM C
TpebosaHuamut GMP noKkansHOro perynsTopHOro opraHa v ¢
YTBEPMASHHBIMW CreUUMdnKalUaMy CornacHo PerncTpauuoHHomMy
YLOCTOBEPEHWIO CTPaHbI-MMIopTepa. [OKYMeHTaLUms No Npou3BoACTRY
CEPUN, YNAKOBKE U TECTUPOBAHWUIC NPOBEREHA, U YCTAHOBMEHO ee
cooTBeTcTBME TpeboBaruam GMP.

| declare that my signature only applies o the English text and assume a
correct translation / A 3agenam, 4To M0og AOANUCE OTHOCKTEE TOARKO K
TEKCTY Ha 8HIMWACKOM 5I3LIKE W MPEANoNarai KoppPeKrHoCTs nepesoaa.

ED: 01-July-17

HA AAD: 24-July-15




Abbott Biologicals B.V. / AB6oTT Buonomkunkans B.B.
Veerweg 12, 8121 AA Olst, The Netherlands /
Beepser 12, 8121 AA Onect, Hugepnakasl

| NoOANMNCK

| 14. | Name and position & title of M.J. van Amerongen
person authorizing the batch
release / Vima U JOMKHOCTL Qualified person / YnonHoMoueRHOE NULo
U@, OTBETCTBEHHOIO 38
BbINYCTK CEPUN e
15. | Signature of person e a s
autherizing the batch release / }/ 7 e
Moanuce nvua, U
i DTBETCTBEHHOIO 3@ BbINYCK ]
| cepun %
16. | Date of signature / [aTa 25.11.2020

ED: 01-July-17

HA AAD: 24-July-15




JIEPYKJIIKCIIYIKBA
NTEPKABHA CJIYKBA 3 JIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHUIBCHKIN OBJIACTI

npocnekT Banepis JlobaHosebkoro, 51, M. Kuis, 03110, Ten/daxe: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Koa €IPI10Y 37078774

BUCHOBOK
Npo SIKiCTb BBE3€HOr0 B Y KPaiHy JIKapChbKOIro 3aco0y

12.02.2021 Ne 4274/21/10

JAYDAITAK®

(HafiMeHy BaHHS AIKAPCLKOTO 3ac00y 3riUI0 3 PEECTPALTHIM TOCBIIMCHIHAM)
cupoi, 667 mr/1 M, 1o 200 M y GJIaKoHI 3 HOJIIETHIIEHY

(thopma BHNYCKY. A03YBAHHS. BH/L NAKYBAHHS JIKAPCEKOIO 33C00Y )

Homep peectpauiiinoro nocsinuenns UA/3255/01/01 erpok aii peectpauiiinoro noesiasenns 01.01.2099

Cepis aikapebkoro 3acody Ne 363376 KisbKicTh BBE3EHOTO Jikapebkoro 3acody 984
BipoGHHK AobotrT bionomxkikans b.B., Hiepianau
(HAHMCHYBAHHS BHPOOHHKL JIKAPCEKOTO 3ucoDy. KPAiHA HOXOIKCHIA)
Breseno B Vpainy ChiibHe YRPATHChKO-€CTOHChKE HIAMPHEMCTBO Y (hopMi ToBapHCETBA
3 ooMe:keno10 BianopiaaasHicro "Onrima-Mapm, JITA", inent. vox:
21642228

(Haiivenysanig ta ko sa CJPHOY opiinsHoT 0coG 460 npissiiie. iM'a. o 6arbkOBI (Pi3H4HOT
OCO0H - TLANPHEMLL. 11 MICHE NPOAHBAHHA T PEECTPALIHHUI HOMEP 00IIKOBOT KAPTKH IAXTHHED
HOJATRIB a00 CCpin Td HOMEP [1aCIHopT )

Mporokon eizyaashoro koutpoaio six 04.02.2021 Ne 0274/14.

34 pesyibTATAMH  J€pP/KaBHOTO KOHTPOMO BCTAHOBAEHO, WO JiKapchbkii 3acid  BBe3eHO B YKRpaiHy 3

AOTPHMAHHSIM BHMOT 3aKOHOIABCTBA UO/0 3a0e3MeHeHHMAKOCTI JIIKapCLKIX 3aCO0IB.

Ounekciii COJIOJIPAI

(IHTQIH T2 TPISBHILS)
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