SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPEITAPATA

ITPEITAPAT: Ha3uBun, 0,01 %, kaniu na3anbHsble, Poccust

KOJ ITPEITAPATA: 704530

HOMEP CEPHH: 66433

JATA ITPOU3BOJACTBA: 04.2026

HOMEP CEPTU®HUKATA AHAJIN3A: 1949/26

HOMEP AHAJIUTUYECKOMN METOJIUKMH:

SRAS-9WACNM.6

03.2029

JATA HCTEYEHUA CPOKA TOAHOCTH:

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

BHYTPEHHUM KOJI IPOJIYKTA KJIMEHTA: 80823482

HAUMEHOBAHHUE A®C: OxcumeTa30JiiHa THAPOXJIOPUT

MHH: Oxcumera3onud

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

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

T'epmanus

AJPEC NIPOU3BOJUTEJIA ADC:

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

HUCIBITAHUSA CIHEIU®UKALIUN PE3YJIbTATHBI
Onucanne IIpo3pauHslii UK MOYTH NPO3PAUHBIA PACTBOP, HOUTH CooTBeTCTBYET
OCCLBETHBIN MM CBETJIO-XKEIITOTO I[BETA.
Nnentunduxanusn Bpewmst ynep>xuBaHusi OCHOBHOI'O ITMKa Ha ITonoxurensHbIH
OkcuMeTa3oanHa rupoxaopuy | XPOMATOTPAMMe HCIIBITYEMOTO PACTBOPA JI0JDKHO pe3yibTaT
COOTBETCTBOBATH BPEMEHH yIEPKUBAHUS OCHOBHOTO
KA Ha XpOMaTOrpaMMe CTaHIapTHOTO pacTBOpa
OKCHMETA30JIMHA THAPOXJIOPH/IA, TOTYYCHHON MPH
KOJINYECTBEHHOM OMPECICHHH.
Ben3zankoHus xJgopujg Bpewmst ynep>xuBaHusi OCHOBHOI'O ITMKa Ha ITonoxurensHbIH
XpOMaTorpaMMe HCIBITYyEMOTO PacTBOpa JIOJKHO pe3yibTaT
COOTBETCTBOBATH BPEMEHH yIEPKUBAHUS OCHOBHOTO
MUKa Ha XpOMAaTOrpaMMe CTaHIAPTHOTO pacTBOpa
OCH3aIKOHUS XJIOPHJIA, TOTYYCHHOM MpH
KOJINYECTBEHHOM OMPCCICHHH.
IIpo3payHocTh OmnanecueHIus npemnapara He JOJDKHA ITPEBIATh CoOTBETCTBYET
OTIaJIeCIICHIINY CYCIICH3MH CPaBHEHUS 1/BOIBI
OUYHLIEHHOM.
LBeTHOCTH pacTBOpa [Ipenapar goykeH OBITh OCCIIBETHBIM WU CooTBeTcTBYET
COIOCTABUMBIM C PACTBOPOM CPaBHEHHS Y 7.
OTHOCUTEJIbHAA IVIOTHOCTH Ot 1,006 o 1,010 1,009
(d 20/20)
pH Ot 5,5 10 6,5 5,9
OcMOJISIIIBHOCTD Ot 270 o 330 MOcm/kr 280 MOcm/kT
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPEITAPATA

ITPEITAPAT: Ha3uBun, 0,01 %, kaniu na3anbHsble, Poccust

KOJ ITPEITAPATA: 704530

HOMEP CEPHH: 66433

JATA ITPOU3BOJACTBA: 04.2026

HOMEP CEPTU®HUKATA AHAJIN3A: 1949/26

HOMEP AHAJIUTUYECKOMN METOJIUKMH:

SRAS-9WACNM.6

03.2029

JATA HCTEYEHUA CPOKA TOAHOCTH:

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

BHYTPEHHUM KOJI IPOJIYKTA KJIMEHTA: 80823482

HAUMEHOBAHHUE A®C: OxcumeTa30JiiHa THAPOXJIOPUT

MHH: Oxcumera3onud

HOMEP CEPUHU ITPOU3BOAUTEJIA A®C: 24272100

HOMEP CEPUU A®C ITPOU3BOJAUTEJIA I'Tl: 25070151

MPOU3BOAUTEJIb U CTPAHA ITPOU3BOJACTBA ADC: Siegfried PharmaChemikalien Minden GmbH,

T'epmanus

AJPEC NIPOU3BOJUTEJIA ADC:

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

HUCHBITAHUSA CIIEHU®UKALIUN PE3VYJIBTATBI
TIpumecu
Ipumecs A (mponykTt runponusa) | He 6onee 0,5 % <IIKO
IIpumecs ZP-1 He 6oiee 0,5 % <IIKO
Equananas He 6oiee 0,1 % <0,1%
HeuJIeHTH(UIIMPOBAHHAS TPUMEChH
Cymma npumeceit He 6onee 1,2 % <0,1 %

KosnyecTBeHHOE OnpeneseHne

OxcuMeTazonrnHa THAPOXIOPHUT

Ot 95 o 105 MKI/MJI OKCHMETa30JIMHA THAPOXJIOPHIA

99,1 MKr/min

benszankonus xynopun Ot 45 no 55 mMxr/mi 6eH3aKOHUS XJIopuaa wiv ot 90 10 48 MKIr/MII

110 mkr/mit 50 % pacTBopa OEH3IKOHIS XJIOPH/A.
Muxkpo0uonoruyeckas YucToTa
O611ee 9ncI0 a3pOOHBIX He 6onee 10> KOE/mn <1
mukpooprannzMoB (TAMC)
OO11ee YHCI0 APOAIKEBBIX U He 60nee 10" KOE/mn <1
iecHeBbIX Tpu6oB (TYMC)
Pseudomonas aeruginosa OrcytcTBHe B 1 M OTCyTCTBYIOT/MII
Staphylococcus aureus OrcyrcTBHe B 1 M OTCYTCTBYIOT/MII
YnakoBka ITo 5 mu mpenapaTa Bo (IaKOH TEMHOTO CTEKJIa C

HAaBUHYMBAEMOW MOJUIPOMUICHOBOMN KPBIIKOH CO

BCTPOCHHOM NHIeTKO# n3 crexna tuna 3 (Eep. @.) n

OpoMOyTHIIKaydyKa.

COOTBETCTBYET

1 bmaxoH ¥ HHCTPYKIHS IO MEIUITTHCKOMY
MPUMEHEHHUIO TpenapaTa B MadKy KapTOHHYIO.

1 bmakoH ¥ HHCTPYKIHS IO MEIUITTHCKOMY
PUMEHEHHUIO TpenapaTa B MadKy KapTOHHYIO.
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, S.A,

CEPTUD®UKAT AHAJIN3A I'OTOBOTI'O ITPEITAPATA

ITPEITAPAT: Ha3uBun, 0,01 %, kaniu na3anbHsble, Poccust

KOJ ITPEITAPATA: 704530 HOMEP CEPHH: 66433

JATA ITPOU3BOJACTBA: 04.2026 HOMEP CEPTU®HUKATA AHAJIN3A: 1949/26
HOMEP AHAJIUTUYECKOMN METOJIUKMH: JATA HCTEYEHUA CPOKA TOAHOCTH:
SRAS-9WACNM.6 03.2029

AHAJIMTHYECKAS CCBIJIKA: Hopmarusaas nokymenraiust: JITT-Ne(011094)-(PT-RU) ot 25.07.2025
BHYTPEHHUM KOJI MPOJAYKTA KJIMEHTA: 80823482

HAUMEHOBAHHUE A®C: OxcumeTa30JiiHa THAPOXJIOPUT

MHH: Oxcumera3zonuH

HOMEP CEPUHU ITPOU3BOAUTEJISA ADC: 24272100

HOMEP CEPUU A®C TPOU3BOJAUTEJIA I'T: 25070151

MNPOU3BOAUTEJIb 1 CTPAHA TPOU3BOJACTBA A®C: Siegfried PharmaChemikalien Minden GmbH,
T'epmanus

AJIPEC IPOU3BOJMUTEJS A®C: | Karlstrasse 15-39, 42-44
Germany-32423 Minden

HUCHBITAHUSA CIIEHU®UKALIUN PE3VYJIBTATBI
MapkupoBka Wudopmanms npusenena B Paspene 1.3.2 Moayns 1 COOTBETCTBYET
3asIBJICHHSI HA MOJyYEHHE PErUCTPAHOHHOTO
yIIOCTOBEPEHUSI.

Ycaosus xpanenns: [Ipu Temneparype nHe Boimie 25 °C.

Cpoxk roanoctn: 3 roza (—1 mecsn). ITocne nepBoro BCKpeITHA (1aKOHA HCIOJIB3YHTE MTpenapar B TeUeHHE
12 mecsues.

HaumMeHoBaHMe, aipec, HOMep JUIEH3UH Ha Sofarimex-Industria Quimica e Farmaceutica, S.A., Portugal,
MPOU3BO/ICTBO JJIs TJIOIIAJIKY MPOU3BOACTBA Av. das Industrias — Alto do Colaride, Cacem, 2735-213,
TOTOBOTO MPOAYKTA / IUIOIIAAKH KOHTPOJIsI [opryramus (Homep yunensuu: F027/001/2024)

KAa4eCTBa / IJIOMIAJIKH BHITYCKA NMPOIYKIHHA

MNPUMEYAHMUA: IIpenapar coorsercrByer HJI JITI-Ne(011094)-(PT-RU) ot 25.07.2025.

INPUMEYAHUA 11O CEPUN:

3asBienue o ceprudukanum: «Hacrosfmum mHOATBEpKIA0, YTO BBIMICH3NIOKCHHASS WH(GOpPMAIHA SBISCTCS
JIOCTOBEPHOI 1 TouHOH. [laHHas cepus nmpemapara ObuIa IPOM3BEIeHa, BKIIIOYas YIIaKOBKY/MapKUPOBKY M KOHTPOIb
KadgecTBa, HA YKa3aHHOM BBIIE IUIOMIAJKE B IIOJHOM COOTBETCTBHM ¢ TpeboBanmsmu Harexamnieit
MPOU3BOJICTBCHHOM MPaKTHKKH EBPa3suiickoro S3KOHOMHYECKOTO COr03a M TPCOOBAHUSAMU K KAYECTBY JICKAPCTBEHHBIX
CPEICTB, a TaKKe B COOTBETCTBHH CO CHCIHM(DHUKANUAMHU OChE PETHCTPALMOHHOTO YAOCTOBEPCHHsSI B CTpaHe-
umnoprepe. [IpOoTOKOIBI MO MPOU3BOICTBY, YIAKOBKE W HCIBITAHHSIM BEPUMUIMPOBAHBI, M YCTAHOBICHO HX
COOTBETCTBUE TpeOOBaHUsM Hasexaniei mpou3BOICTBEHHOM MPAaKTUKK EBPa3uiickoro 3KOHOMUYECKOTO CO03a.

AHAJIMTHK: PEIMIEHUE: Ymesepocoeno

I>xoana Maptusc JATA: 30.04.2026

M. Hnec PuGeiipo VIIOJTHOMOYEHHOE JIUILO: /nodnucaro/
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, 5.4.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.01 % Russia

ARTICLE CODE: 704530 BATCH Ne:66433
MANUFACTURE DATE: 04/2026 C.A.:1949/26
ANALYTICAL PROC. N°: SRAS-9WACNM 6 EXP.: 03/2029

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

CUSTOMER INTERNAL CODE: 80823482

API 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

Appearance Transparent or almost transparent, almost
colorless to light yellow solution.

Complies

| Identification

Oxymetazaline hydrochlroide Retention time of the main peak in the
chromatogram of the test solution should comply
with retention time of the main peak in the
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
the chromatogram of benzalkonium chloride
standard solution obtained in the Assay test.

Benzalkonium chloride

Positive

Positive

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

Complies

Color of solution The product should be colorfess or be
comparabie to reference solution Y-.

Complies

Relative density (d 20/20) From 1.006 to 1.010

1.009

pH From 5.5t0 6.5

5.9

Osmolality From 270 to 330 mOsmol/kg

280 mOsmol/kg
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SOFARIMEX

INDUSTRIA QUIMICA E FARMACEUTICA, S.A,

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.01 % Russia

ARTICLE CODE: 704530

BATCH Ne:66433

MANUFACTURE DATE: 04/2026

C.A.:1949/26

ANALYTICAL PROC. N°: SRAS-9WACNM.6

EXP.: 03/2029

ANALYTICAL REFERENCE : Normative documentation Iil-Ne(011094)-(PIr-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823482

API NAME: Oxymetazoline Hydrochloride

INN: Oxymetazoline

API 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

pack.
1 bottle and patient information leaflet in a carton
pack.

TESTS SPECIFICATIONS RESULTS
Impurities
Impurity A (hydrolysis product) Not more than 0.5% <LQ
Impurity ZP-1 Not more than 0.5% <LQ
Individual unidentified impurity Not more than 0.1% <0.1%
Total impurities Not more than 1.2% <0.1%
L
| Assay
Oxymetazoline hydrochloride From 95 to 105ug/mL of oxymetazoline
hydrochloride 99.1 ug/ml
Benzalkonium chioride From 45 to 55 pg/mL of benzalkonium chloride AB LSl
or from 90 to 110 pg/ ml of a 50% i
benzalkonium chloride solution.
Microbial purity <
Total aerobic microbial count (TAMC) Not more than 10° CFU / ml
Total combined yeast and molds count (TYMC) 1 <1
Pseudomonas aeruginosa Egt more_th?n 1|0 CFU/ml
Staphylococcus aureus SENCE IR I Absent/ml
Absence in 1 ml
Absent/mi
: BmL in an amber glass bottle with a polypropylene
Packaging screw cap with an integrated pipette made of
glass type 3 (Eur. Ph.) and bromobutyl rubber.
1 bottle and patient information leaflet in a carton Complies
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SOFARIMEX

INDUSTRIA QUIMICA £ FARMACEUTICA, 5.A.

FINISHED PRODUCT CERTIFICATE OF ANALYSIS

PRODUCT: Nasivin Nasal Drops 0.01 % Russia

ARTICLE CODE: 704530 BATCH Ne2:66433
MANUFACTURE DATE: 04/2026 C.A.:1949/26
ANALYTICAL PROC. N°: SRAS-9WACNM.6 EXP.: 03/2029

ANALYTICAL REFERENCE : Normative documentation J1M-Ne(011094)-(PIr-RU) from 25.07.2025

CUSTOMER INTERNAL CODE: 80823482

API NAME: Oxymetazoline Hydrochioride

INN: Oxymetazoline

AP| MANUFACTURER BATCH NUMBER: 24272100

FP MANUFACTURER API 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

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

Labeling 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.

l

Name, address, authorization No for FP manufacturing | Sofarimex-Industria 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 NM-Ne(011094)-(PT-RU) from 25.07.2025

BATCH REMARKS:

Declaration of certification: «| hereby certify that the above information is authentic and accurate. This batch of preduct has been
manufactured, including packaging/iabeling 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».

v il A
NALIST: \
ANALIST DECISION: @\r\ﬁ fﬂ\’“o"’%{;
Joana Martins DATE: 5
M.Inés Ribeiro %/O(/( /,ZJO 2,6

QUALIFIED PERSON:
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CERTIFICATE OF TRANSLATION / CEPTU®UKAT NEPEBOOA

Name of the document / 66433
Ha3ssaHue nokymeHTa

This certificate confirms that the document 66433 originally written in English was translated in
accordance with service agreement in force from English into Russian by certified interpreter, who
has sufficient experience to perform translation and verify the document. This certificate also
confirms that translation was checked for correctness and completeness against the source
document / [laHHbI cepTUdMKaT NoATBEPXKAAET, YTO AOKYMeHT 66433, nsHavyanbHO HanucaHHbIN
Ha aHrnuinckom s3bike, GblN NepeBefleH B COOTBETCTBUM C [AECTBYIOLMM COrfalweHnem o6
OKa3aHWW ycnyr C aHrmuiicKoro Asbika Ha PYCCKWiA S3bIK CepTUPUUMPOBAHHBIM NEPEBOAYUKOM,
obnafatoLmMm AOCTaTOYHBIMU HaBbIKAMM A OCYLLECTBNEHUA Nepesoaa NPOBEpPKN AOKYyMEHTA.
AaHHbi cepTudmkaT Taloke NOATBEPXKAAET, YTO NepeBos NpoLuen NPOBEPKY Ha NPaBUIIbHOCTL U
MONHOTY OTHOCUTENBbHO UCXOAHOIO AOKYMEHTA.

Evdokimova Ksenia / Translator

Translation performed by /
MepeBop, BbINOMHEH:

Date and Signature / Jata n 15.06.26
noanuch

EBaokumosa KceHns / Mepesoayuk

Translation checked for Karim Halida / Head of Qtiak epartment
correctness and completeness
by / TepeBos npoBepeH Ha
NPaBUMbLHOCTb W NOMHOTY:

Date and Signature / Jata u 15.06.26
noanuce

Kapum Xanupa / PykosoauTdr KoHTpons Kauectsa

Y R




