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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUDUKAT AHAJIN3A I'OTOBOI'O ITPEITAPATA

ITPEITAPAT: Ha3uBun, 0,01 %, kaniu nazanbHble, Poccust

KOJ ITPEITAPATA: 704530

HOMEP CEPHU: 66460

JATA ITPOU3BOJACTBA: 04.2026

HOMEP CEPTU®HUKATA AHAJIN3A: 2182/26

HOMEP AHAJIUTUYECKOMN METOJIMKH: SRAS- JTATA UCTEYEHHUS CPOKA TOJHOCTM: 03.2029

IWACNM.6

AHAJIMTHYECKAS CCBIJIKA: Hopmarusaas nokymenraiust: JITT-Ne(011094)-(PT-RU) ot 25.07.2025

BHYTPEHHUM KOJI IPOJIYKTA KJIMEHTA: 80823482

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHA THAPOXJIOPUT

MHH: OxcumeTra3onud

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUHU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MNPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,

I'epmanus

AJPEC NIPOU3BOJUTEJIA ADC:

Karlstrasse 15-39, 42-44
Germany-32423 MunjeH

HNCHBITAHUA

CHENN®UKAIINA

PE3YJIBTATBI

Onucanue

IIpo3paunblii WM TOYTH TMPO3PAYHBIN
pacTBop, MOYTH OECUBETHBIH WIIN CBETIIO-
JKEJITOTO 1IBETA.

CooTBeTCTBYET

Hnentudpuxanus
OxcuMeTa30/MHA THAPOXJIOPHUI

benzankonus XJopua

Bpewms ynepkuBaHus OCHOBHOTO ITHKa Ha
XpoMaTorpaMmme UCIBITYeMOT0 pacTBopa
JIOJDKHO COOTBETCTBOBATH BPEMEHH
yIEeP)KUBAHKS OCHOBHOT'O ITHKA HA
XpoMaTorpaMmme CTaHIapTHOrO PacTBopa
OKCHMETA30JIMHA THIPOXJIOPHI,
MTOJTyICHHOM MTPH KOJINIECTBEHHOM
OTIpE/ICIICHU M.

Bpewms ynepkuBaHHS OCHOBHOTO TTHKA Ha
XpOMaTorpaMMe HCIIBITYEMOTO pacTBopa
JIOJDKHO COOTBETCTBOBATH BPEMEHHU
yAep>KUBaHM OCHOBHOTO IIMKa Ha
XpoMarorpaMmme CTaHIapTHOrO PacTBopa
OEH3aJIKOHUS XJIOPH/A, TIOJIyYeHHOH MpH
KOJINYECTBEHHOM OIPEAEICHUH.

TTonoxuTensHBIN
pe3ynbTat

TTonoxuTeIBLHBIN
pe3ynbTaT

IIpo3paunocTh

OnanecuieHnus npemnapara He JOJKHA
MIPEBBIATh ONAJIECLEHIUH CYCIIEH3UN
cpaBHeHus |/Bozbl OUMIIICHHON.

CooTBeTcTBYET

IIBeTHOCTH pacTBOpa

[Ipenapar 1oKeH ObITh OECIIBETHBIM U
COTIOCTaBUMBIM C PACTBOPOM
cpaBHEHUS Y7.

CooTBeTcTBYET

OTHocuTeIbHAS MJIOTHOCTD (d 20/20)

Ot 1,006 mo 1,010

1,008

pH

Ot 5,5 10 6,5

5,9

OCMOJISAJIBHOCTD

Ot 270 1o 330 MOcm/kr

283 MmOcm/kr
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INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A 'OTOBOTI'O ITPEITAPATA

ITPEITAPAT: Ha3uBun, 0,01 %, kaniu na3anbHble, Poccust

KOJ ITPEITAPATA: 704530 HOMEP CEPHU: 66460

JATA ITPOU3BOJACTBA: 04.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 2182/26

HOMEP AHAJIUTUYECKOMN METOJIMKH: SRAS- JTATA UCTEYEHHUS CPOKA TOJHOCTM: 03.2029
IWACNM.6

AHAJIMTHNYECKASA CCBIIKA: HopmatneHaas gokymenrarwst: JITI-Ne(011094)-(PT-RU) ot 25.07.2025

BHYTPEHHUM KOJI IPOJIYKTA KJIMEHTA: 80823482

HAUMEHOBAHHUE A®C: OxcumeTa30JIiHA THAPOXJIOPUT

MHH: OxcumeTra3onud

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUHU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MMPOU3BOAUTEJIb U CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
I'epmanus

AJIPEC ITIPOU3BOJIUTEJISI ADC: Karlstrasse 15-39, 42-44
Germany-32423 MunjeH

HUCHBITAHUSA CIIEHU®UKALIUN PE3YJIbBTATBI
MapkupoBka Wndopmanns npusenena B Pazmene 1.3.2
Monyns 1 3asBiIeHIS HA TOTy9ICHUE CoOTBETCTBYET
PETHCTPALMOHHOTO YIOCTOBSPCHHUSL.

Ycaosus xpanenusi: [Ipu Temnepatype e Boime 25 °C.

Cpoxk rogaoctu: 3 rona (-1 mecsir). [Tocie mepBoro BCKpBITHS (IIaKOHA UCTIONB3YHTE Mpenapar B TeUCHHE
12 MecsIeB.

HaumeHoBaHue, agpec, HOMeP JIHIIEH3NU HA

MPOU3BO/ICTBO s TJIOIIAJIKY MPOU3BOACTBA Sofarimex-Indiistria Quimica e Farmaceutica, S.A., Portugal,
rOTOBOTO MPOAYKTA / MJIOIIATKH KOHTPOJISI Av. das Industries - Alto do Colaride, Cacem, 2735-213,
KayecTBa / IJIOIAJAKH BHIMYCKA MPOAYKIIUH [opryranus (Homep junensuu: F027/001/2024)

MPUMEYAHMUA: TTpenapar coorBerctByer HJI JITT-Ne(011094)-(PT'-RU) ot 25.07.2025.

IMPUMEYAHUSA 110 CEPUHN

3asaBiaenue o ceprupukanum: «Hacrosmmm NOATBEPXKAal0, YTO  BBIMICU3JIOKEHHAS
uH(popManus SBISETCS TOCTOBEPHOW M TOUHOM. JlaHHAs cepus mpernapaTta Oblia MPOU3BEICHA,
BKJIIOUasl YIMAaKOBKY/MapKHPOBKY M KOHTPOJIb KayecTBa, HAa YKAa3aHHOW BHINIE ITUIONIAJKE B
MOJIHOM COOTBETCTBUM ¢ TpeOoBaHusiMu Hannexkamed NpoW3BOJCTBEHHOW TMPAKTHUKU
EBpa3uiickoro "5KOHOMHYECKOTO COI03a U TPEOOBAHUSIMHU K KaYECTBY JIEKAPCTBEHHBIX CPEJNICTB, a
TakK€ B COOTBETCTBHHM CO CHEUM(PHUKAIUSIMU JOChE€ PErucTPAllMOHHOTO YIOCTOBEPEHUS B
cTpa”e-umnoprepe. [IpoToKOIBI IO MTPOU3BOACTBY, YIIAKOBKE M UCIBITAHUSIM BepUPHUIIMPOBAHBI,
U YCTaHOBJICHO UX COOTBETCTBUE TpeOoBaHMsAM Haanexaieil mpou3BOACTBEHHON MPAKTHUKU
EBpa3uiickoro 53KOHOMHUYECKOr0 COI3a».

AHAJIUTUK: PEIMEHMUE: Vmesepowcoeno

Jlxoana MapTuHc JATA: 20.05.2026

M. Unec Prbeiipo YIIOJIHOMOYEHHOE JIVTO: /nodnucarno/
33
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SOFARTMEX

INDUSTRIA GUIMICA £ FARMACEUTICA, 5.,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.01 % Russia

ARTICLE CODE: 704530 BATCH Ne:66460
MANUFACTURE DATE: 04/2026 C.A.:2182/26
ANALYTICAL PROC. N°: SRAS-OWACNM.6 EXP.: 03/2029

ANALYTICAL REFERENCE : Normative documentation NM-Ne(011094)~(PI-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823482

APl NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

APl MANUFACTURER BATCH NUMBER: 24272100

FP MANUFACTURER APl BATCH NUMBER: 25070151

APl MANUFACTURED BY & COUNTRY: Siegfried PharmaChemikalien Minden GmbH, Germany

ADDRESS OF THE API MANUFACTURER: Karlstrasse 15-39, 42-44
Germany-32423 Minden

TESTS SPECIFICATIONS RESULTS
Appearance Transparent or almost transparent, almost
colorless to light yellow solution. Complies
Identification
Oxymetazoline hydrochiroide Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the Positive

chromatogram of oxymetazoline hydrochloride
standard solution obtained in the Assay test.

Retention time of the main peak in the
chromatogram of the test solution should
comply with retention time of the main peak in Positive
the chromatogram of benzalkonium chioride
standard solution obtained in the Assay test.

Benzalkonium chloride

Clarity The opalescence of the product should not
exceed the opalescence of the reference Complies
suspension l/purified water.

Color of solution The product should be coloriess or be
comparable to reference solution Y7. Complies
Relative density (d 20/20) From 1.006 to 1.010
1.008
pH From5.5t0 6.5
5.9
Osmolality From 270 to 330 mOsmol/kg
283 mOsmol/kg
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SOFARTMEX

IWDUSTRIA QUIMICA £ FARMACEUTICA, S.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.01 % Russia

ARTICLE CODE: 704530 BATCH Ne:66460
MANUFACTURE DATE: 04/2026 C.A.:2182/26
ANALYTICAL PROC. N°: SRAS-9WACNM.8 EXP.: 03/2029

ANALYTICAL REFERENCE : Normative documentation ITM-Ne(011094)-(Pr-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823482

APl NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

APl MANUFACTURER BATCH NUMBER: 24272100

FP MANUFACTURER API BATCH NUMBER: 25070151

APl MANUFACTURED BY & COUNTRY: Siegfried PharmaChemikalien Minden GmbH, Germany

ADDRESS OF THE APl MANUFACTURER: Karlstrasse 15-39, 42-44
Germany-32423 Minden

TESTS SPECIFICATIONS

RESULTS

Information is given in Section 1.3.2 of
Module 1 of the marketing authorization
application.

l.abeling

Complies

Storage: At the temperature not more than 25°C.

Shelf life: 3 years (-1 month). Use the product within 12 months after the first opening of the bottle.

Name, address, authorization No for FP manufacturing | Sofarimex-Indistria Quimica e Farmacéutica, S.A., Portugal, Av. das
site / Control site / Release site Industrias — Alto do Colaride, Cacem, 2735-213, Portugal (License

No. F027/001/2024)

REMARKS: The Product conforms to ND JM-Ne(011084)-(PI-RU) from 25.07.2025

BATCH REMARKS:

Declaration of certification: «| 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 Eurasian Economic Union and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their compliance with Good

Manufacturing Practice of the Eurasian Economic Union is established».

A

ANALIST: s
DECISION: %{ ff’*f“‘/fa.i

Joana Martins DATE: 7o /g:@ '/"g;- 2 &
.Inés Ribei : y
MSS ke QUALIFIED PERSON:
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