@PLIVA

CEPTHOHUKAT AHAJIH3A

HaivenoBanune npoaykunu: Cymames ® Gopre, MOPOIOK JI1 MPUTOTOBIEHRS CYCUEH3HIT
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Ommopoanas cveneHsus ot Benoro
JO WKEITORATO-0CIIOTO aBcTa c
XAPAKTECPHLIM apoMatToM MainHbL,

BIWKX

Bpems  vaepxmBaHHs — OCHOBHOIO
miKa Ha XpoMarorpaMmme
UCHILITYEMOIO  pacTBopa  JIOMKHO
COOTBETCTBOBATE BPEMEHH
YAEPAHBAHHS OCHOBHOIO THMK4 Ha
XPOMaTOrpavMme pacTBopa
CTAHIAPTHOTO oOpa3ua
AIWTPOMHIIHHA.
Y®-cnekTpohoToMeTpHdecKIi
Y®-criekTpnt HOIIONIEHUS
HCHBITYEMOTO " CTAHAAPTHOIO
pacTeopoB B oOxnacTi o1 200 10 400
HM  JIOCDKHBL  HMETb  MAKCHMYM
HOTNOMEHNWS IPH OJJHUX K TEX IKC
| JUTHHAX BOJIH.
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| cpeatiell Maccol.
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He 6osee 1,5 %

IMpumecs F — ne 6o:tee 0.5 %:
npumeck [ — ne donee 0,5 %;
npumecs J + npusecs D — ue 6osee
0,5 %;

He mence 70 % (Q) ot 3asBieHHOrO
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UBETA ¢ XapAKTEPHbIM
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BYXKX

Bpevs VICPKUBAHNS |

OCHOBHOT'O HuKa a |

| XpOMATOIrpaMMe HCHBITYEMOro |

i

pacTBopa COOTBETCTBYCT |
BPEMEHH VIEPKHUBAHHA |
QCHOBHOI'O HHKa Ha |
| XpoMarorpaMme pacTsopa |
| CTaHAPTHOTO obpaziia
| 3UTPOMHLIMHA.
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- cnekTpodoromerpuueckil

| Y®-criexrpnt NOTOHICHES
| UCTIBITVEMOTO M CTAHJAPTHOTO
| pactrOpoR B o6mactn o1 200
no 400 HM HMCIOT MaKCUMVM
HOTHOINEHMA TIPH OJIHUX M TeX
| KE JUTMHAX BOJIH.
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| cymma npumeceii — ne Gonee 3.0 %. |

npuMeck L — He Dozee 0,5 %; 1<0,1%
npumecs E + npumeck M — ne bosee
0,5 %; <01 %

npumeck N — ne fozee 0,5 %; P < 0,1 %
1000 IpYroi eANHNIHON [IPUMECH |
—He Bonee 0,20 %; | <0,10 %

<0,1 %

- Odwee YHCILO a3IpoOHDIX |
quctoTa® MHKpoOpranmsmon — He Gomee 107
KOFE/r; =
OGuiee  YUCHO  JIPOAIKEBBIX M |
fecHeBLIX TpHGoB — ne Gonee 107
KOE/r; -
- o | Escherichia coli — orcyrctBue B 1 1. | -
Konmuectrennoe 10T 180,0 1o 220,0 Mr C3g Hn2 N2 On2
ONPEICICHHUC (A3UTPOMHIIMHA) B 5 MJI CYCHEHIHH
N—— npenaparta, eI e .
- OHOPO,HOCTD Ot 85 mo 115 % ot zassiensoro | 100-107 %
| COAEPAHMOTO B CO/IepKaHYs A3UTPOMHIIMIIA B A03€.
| IIpUTOTOBAEHHOI _
cyerensma B |
Ynakoska

- Mapkuposka

Mo 35,573 r nopoiika MOMEMAIOT B Henmpospaunbii (uaxon beroro
o0BEeMOM

meta w3 11D BBICOKOH TUIOTHOCTH
TIO/THTTPOTIIEHOBOH PEIHCTEHTHON KPLITIKOH.

1 ¢aakon BMECTE ¢ MHCTPYKIMEH MO NPHMEHEHHIO, MEPHOH TOMKOH
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*[Toxaszarens « MHKpOGHONOTHYECKAS YUCTOTAY KOHTPOIHPYETCA B KakI0H 5 cepuit mpenapara
H MOYKET OTCYTCTROBATHL B CEPTH(UKATAX aHAIM3A.
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PLIVA HRVATSKA d.o.0. No. 10019584/7103119

Certificate of Release

1. Name of product SUMAMED
2. Country Russian Fed.
3. MA number or NDC number 011923/01
4. Strength / Potency 40 mg/ml
5. Dasage form Powder for Oral Suspension
6. Pack size and type bottle
7. Batch number 7103118
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 Filipovita 25, 10000 Zagreb, Croatia
Authorization number Ne UP/1-530-01/13-03/08
Eudra GMP reference number or
certificate of GMP Compliance UP/-530-10/19-03/12
Testing site
Name PLIVA HRVATSKA d.o.o.
Address Prilaz baruna Filipovica 25, 10000 Zagreb, Croatia
Autharization number No UP/1-530-01/13-03/08
Eudra GMP reference number or
certificate of GMP Compliance UP/1-530-10/19-03/12
Packaging site
Name PLIVA HRVATSKA d.o.0.
Address Prilaz baruna Filipovi¢a 25, 10000 Zagreb, Croatia
Authorization number No UP/1-530-01/13-03/08
Eudra GMP reference number or
certificate of GMP Compliance UP/I-530-10/19-03/12
11 Result of analysis: CoA attached
12. Comments / remarks: /
13. Cerlification statement:
“| hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/iabelling 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 Medicinai
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP."
14. Name and positionftitle of person authorizing the batch release:
Qualified Person
15. Signature of person authorizing the batch release: - 1 [ -
16. Date of signature: — B




