CEPTHO®HKAT AHAJIM3A

Haumenosanue npoaykuun: CymaMe ® dopTe, TOpoLIOK AJis IPATOTOBICHHA CYCICH3HA
iuts npuema BHYTphb 200 Mr/5mu, 37,5 M

Hara npoussoacrea: 26.11.2019

TlNozeu 1o: 11.2021

Cepua Ne: 7101119

__ TOKASATENM | CHEIMOUKALIMA [ PE3VJILTATHI
| Onucanne [Topowok ot Genoro go wearosaro- | [lopowok or  Genoro 10
P JKeNToBaTo-0eaoro  UBeTa ¢
0enoro  mpera ¢ XapakTepHLIM _
XapakTEPHBIM apoMaToM
\L apoOMAaTOM MATHHE] MAaJHHBI
' Onucanue | OHopozHas cycren3usi oT Henoro | OAHOPOIHAS CYCIIEH3Us 0T
| IPMIOTOBJICHHOI | J0  KenToBaro-Oenoro  mpera ¢ | Oesioro 1o xeaToBato-6esnoro
CYCIEH3HH XapakTEePHbIM apOMAaTOM MaIHHBIL. LBETd ¢ XapaKTEPHbIM

' lonmuuocTs

apoMaToOM MaJllHHBI.

BAX

BpeMms  yaepkuBaHUST  OCHOBHOTO
ITHKa Ha XpoMarorpaMMe
HCIBITYEMOTO  PacTBOpa  JIOJDKHO
COOTBETCTBOBATE BPEMEHH
VJEPKMBAHUS OCHOBHOrO THKa Ha
XpOMaTorpaMme pacrsopa
CTAHIAPTHOrO o0pasua
A3UTPOMHIIMHA.
Y®-cnexrpodoromerpHyecKHii
Yd-criexTpsi [OIJIOUICHUA
HCIIBITYEMOIO H CTAHIapTHOrO

pacteopoB B obnactu ot 200 10 400

| HM  JOJDKHBI HMETh  MAaKCHMYM

inornomenm [IPH OJIHMX H TEX JKE
JUTHHAX BOJIH.

'

BIYKX
Bpewms YAEPXKHBAHUS
OCHOBHOTO TIHKA Ha |

XpoMATOrpaMMC HCILITYCMOIO

pacTBopa COOTHBETCTBYET
BpPEMEHH yIAEpKUBAHUSA
OCHOBHOTO ITHKa Ha
Xpomarorpamme pacrtsopa
CTaH1apTHOrO obpa3ua
a3HTPOMHLMHA.

Y-

cnekTpodoToMeTpHYeCKIH

Y®-cniekrpsl NOIIOLIEHHKS
HCTIBITYEMOTO H CTAHAAPTHOI'O
pactBopoB B obnactu or 200
10 400 HM HMMEIOT MakCHMyM
MOTMOIIEHH s NIPH OJHHX H TeX
KE JLUIMHAX BOJH,

‘a,uﬁb_péjlgécn 18/20 003: ne bonee = 10 % or CooteercTeyer

AO3UPYEMBIX CAMHHI| 10 | cpejiHEH MACCHI,

macee 2/20 003. ue Goaee = 20 % or

Cpe/iHEH MAcChl,

| - s o "
| PacrBopenue He menee 70 % (Q) ot 3aaBaennoro | 95 %
? KOJIHYECTBA a3UTPOMHUIIHHA yepes 45
| MHH. - -
pH_ Or85m0 11,0 s
| Boma He 6oxnee 1,5 % 0.4 %
jﬁharaeﬁaslé npumecit | Ilpumecs F — ne Gonee 0,5 %; < 0,1 % o
; npumech [ — ne donee 0,5 %; <0,1 %
f npumect J + npumecs D — re Gonee
L 0,5 %; <0,1 %




npumecs [ — ne donee 0,5 %,; ' <0,1 %

upumecs E + npumecs M — ne dosiee
0,5 %; <0,1 % |
npumecs N — ne Gomee 0,5 %; <0,1 % f
m0boi ApYroii eHHHYHON IPUMECH '
| —ne Gonee 0,20 % <0,10%
o ) | cymma nipumecedt — He 6onee 3,0 %. | <0,1% e
Muxpobuostoruueckas Obugee YHCIIO a3poOHBIX
qucroTa® MHKpoOpranmimMos — He Gonmee 10°
! KOE/r; <5 KOE/r
‘ Obmiee  4MCIO  JPONCKEBBIX  H
niecHeBHIX rpubos — ne Gonee 107
KOE/r; < 5 KOE/r
S Escherichia coli — otcytctBue B 1 1. | OTCYTCTBYyeT i
| Konpvecraennoe Ot 180,0 no 220,0 Mr C3s H72 N2 Og2 | 198.1 Mr
| onpeaelicHHe (A3MTPOMHLIHHA) B 5 MJI CYCIIEH3UU
—_— - HpeniapaTa. S R
| OIHOpOJHOCTH Or 85 no 115 % ot sassiennoro | 99-103 %
| COAEPIUMOTO B COJIEPXKAHUS a3UTPOMHUUMHA B J103€,
| IPUrOTOBIEHHOMR
| CyenensHu __ — N—
' YnakoBka 1o 35,573 r nopolIKa NOMELIAIOT B Henpo3paublil duiakon Oenoro
| nsera w3 112 Beicokol ruiotHocTH ofwpemom 100 wMa ¢
i [IOIHIIPOITHICHOBOH PE3SHCTEHTHON KPBIIIKOH.
1 duakon BMECTE ¢ MHCTPYKLHEH II0 NMPHUMEHEHHIO, MEPHOH JIOKKOH
S /AT WIPHICM JUTA J03MPOBAHNS HOMEIAIOT B KAPTOHHYIO TaHKy.
MapkupoBka B cootserctenu ¢ HJ
XpaHenue npu Temieparype He Boiue 25 °C.
CpOK roaHocTH 2 ropa.

*Tokazarens «MukpoGUONOrHYecKas YMCTOTa» KOHTPOIHPYETCS B K&XI0H 5 cepHHM npenapara
i MOKET OTCYTCTBOBATE B CepTH(HKATAX aHAJIM3A.

KoHTponb KauecTBa PO yKIUN
[TiBa Xppartcka 21.0.0., Pecniybauxa XoppaTus

Damuing

[OIITHCD
HITAMIL

PLIVA CROATIA Litd
Quality Zagreb
Qualified Person
Martina Zadro



PLIVA HRVATSKA d.o.o.

Certificate of Release

No. 100198584/7101119

Authorization number
Eudra GMP reference number or
certificate of GMP Compliance

1. Name of product SUMAMED

2. Country Russian Fed.

3. MA number or NDC number 011923/01

4, Strength / Potency 40 mg/ml

5. Dosage form Powder for Oral Suspension

6. Pack size and type bottle

7. Batch number 7101119

8. Date of manufacturing 26.11.2019

9. Expiry date 11.2021

10 Bulk Manufacturing site
Name PLIVA HRVATSKA d.o.0.
Address Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia

No UP/I-530-01/13-03/08

UP/-530-10/19-03/12

Testing site
Name PLIVA HRVATSKA d.o.0.
Address Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia

Authorization number
Eudra GMP reference number or
certificate of GMP Compliance

Packaging site

Name

Address

Authorization number

Eudra GMP reference number or
certificate of GMP Compliance

No UP/I-530-01/13-03/08

UP/1-5630-10/19-03/12

PLIVA HRVATSKA d.o.0.

Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
No UP/I-630-01/13-03/08

UPA-530-10/19-03/12

11. Result of analysis: CoA attached
12. Comments / remarks: /
13. Certification statement:
"I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling 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 or product specification file for investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP."
PLIVA CROATIA Litd
14. Name and position/title of person authorizing the batch release: Quality Zagreb
Qualified Person
Qualified Person Martina Zadro
15. Signature of persan authorizing the batch release: U G f\\ —
16. Date of signature: Ve - L8, LU/ LA
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