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AEPKABHA CIIYKEA 3 JJIKAPCHKHX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMMH y m, KHEBI

npos, Hanil Ceitsinoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BMCHOBOK _
Npo SIKiCTHL BBe3enoro B Ykpainy JikapesKroro 3acody

12.10.2023 Ne 51931/23/26

HAJBY®IH TH'EXKTIIT 10 MIT

(HANMCHYBAHHS iKAPChKOI 0 ;0B 3MiHO 3 PEECTPAILiHAM 1NOCBIIYEHHAM)
posuun ans in'exuiii, 10 mr/ma o 1 vy B amnyJri; o 10 avnya y xapronmiil ynakosui

(dhopma BrITyCKY, A03Y Bulllisl, BUA NAKYBAHHA 1/ KADCHKOTO 3aC06Y)

Homep peectpanitinoro nocsinuenns UA/9424/01/01 erpox nif peecrpaniiinoro nocsiauernns HeoOMemeHui

Cepis sikapcskoro 3aco6y Ne 22182312 KinbricTs BBE3eHoro nikapebkoro sacoby 21740
BupoGHuK Pycan Dapma JI1)y, [iis
(Haisieny nanuy nupoGunka Aikapcskaro 3acoby, kpaiHa MOX0kEHH)
Boesero B Ykpainy - Tosapncrro 3 o6Mmerenoro Binnosizaanuicrio "3J[PABO", inent. on;
34603398

(naiiMenypanns T2 k0. 1 C/APTIOY opranyroi ocobu ato npizngule, iM'a, no Garbkosi (hisuyHol
0co0u - NIAMPHEMIW. T MiCHe HPOXHBARRS 14 peectpauiiHii HoMep 00NiKkoBOT kapTicK nuaTHUKA
uoaatkie afo cepia Ta Homep nacnopTa)

[poroxon Bizyanbuoro kontponto ein 18.09.2023 M 2771/7.

JlaGoparopuuii ananis skoeti nikapeskoro sacoby +, LilcHeHui:

JlaGoparopis 3 KoHTpOO sikocTi ikapenkny 3acobis TOB "[OBPOBY T-JIIKAJIAE" (M. Kuis,
sys1. Hosropon-Cisepeska, 6ya.3, HOkuoR] 1puMileHHs 92)

(HalMeHY BAHHS Ta MICLE3HAXOLKEHI 1 JuSoparopil, wo nposesa naSoparopuuil anaAN3 fKoCTI)

BrcHoBok ozt Axocti sikapeskoro sacoSy, inainii naGoparopiero sin 12.10.2023 Ne 105-23

Pesynsratu naGoparoproro ananisy saxoeri Jixapcwioro 3acoby 3a nepesipenHMU nokazHvikamy BIAMOBIAAIOTH
BUMOraM METOMIB KOHTPOIFO IKOCT] (AHAMITHY HO-10|'MATHBHOT AOKyMeHTauil).

Ja  pesynsTaTaMM  IEPKABHOrO  KOHTPOIO BETAHOBACHO,  UIO Jﬁ;’?apcwwﬁ 3aci6 mmeseHo B Vipainy 3
/ s
AOTPHMANHAM BHMOT 3aKOHOZABCTBA WOAO 35603Ne eHHS KO *'}ﬁi@c%{ﬁnx 3acobis.
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CERTIFICATE OF ANALYSIS
Ceprudirar skocri

Name of PRODUCT: NALBUPHINE INJECTION 10 mg
Hassa npenapary: HAJBYMIH HHCKIUT 10 ymr

COUNTRY OF ORIGINALL India ARNG: FPI/23/110
Npatna-supobuus: oo

REGISTRATION CERTIFICATE: # UAQR4G01701 of 11.05.2019 litelong
Pecerpanifine nocsieenn: No UAD42101/00 min 11.05.2019 neobaenkenui

ACTIVE SUBSTANCE: | ml contains: Nalbuphine Hydrochloride dihydrate in caleulation to Nalbuphme
Hydrachloride anhydrous [0 mg

Ao pesosnnar [ ows posumny siconrs: nanbydiny  riapoxaopuay  AMCiapaty B nepepaxysanii i Haady i
vpesopin Sessodiaf 0

DOSAGE FORM: solution for injection. 10 mg/ml
Hiwapesra gopyas posaine s i eriii | Osr /s

BATCH Nous 22182312 REPORT DATE: 18-07-2023
Hoviep cepit Aara ssivy:

MEFGDATE: 06-2023 LOT SIZE: 15000 pke.

Sara supotununrm Posssip naprii:

PXPCDATE: 05-2826
Fepvin npwarnocri

PACK: Il Ampoule 410 i cardboard box marked Ukrainian
Poswip va vam mary samisi 1o w8 avinvai no 10 asnva ¥ RAPTOHHHT KOPOBUT 3 MAPKYBAIHAM VEPATHCLKOIO MOBOIO

CERTIFICATE OF GMP COMPLIANCE: 066/2021/GMP is valid till 20.07.2023
Ceprigivar sitnosinocri suvoray GMP: 0667202 1/GMP ¢rpox 4it 10 20.07.2023

Name of munufacturing sites: Rusan Pharna Limited

Harvienysanns supodusuny tiasnnnn: Pycan Gapwn Jlig

Manufacturing sites address: Khasra Not 22, ML Central Hope Town, Selagui, Dehradun - 248 197, Utiarakhand. fndia
Vipeea sens nposeskenns wannoeri: Kxacpa Nol 22, ME Henrpassunii Xoynrayne, Cenaxyi, Jlexpanyn - 248107,
Srraparsani fuaiy

Manufacturing authorizations for medicinal products in India from 16.04.2008 Ne22/UA/SC/P-2008 (Form
Y O ZU08 No 1WA T2008 (Tomm 25

inenudl na supobnnnyso dikapeskuy meodis s lugii s 16.04.2008 Ne22/UA/SC/R-2008 (opyia 281 To.0d 2008

N HOA2008 ¢Bopaa 23)

b

> A7

RUSAN PHARMA LIMITED
Khasra Neo. 122 ¥, Central Hope Town, Selaqui, District: Dehradun - 248 187, Uttarakhand, India.
Phone No.: #91 {B) 135 269 8638, +91 (0) 135 268 8327
H.0.: 58-D, Government industrial Estate, Charkop, Kandivall (West), Mumbal - 400 067, Maharashtra, india,
Tel.: +81 (0) 22 4238 3000, +31 (0) 22 2868 2515| | Fax: +91 {0} 22 2868 9054
E-mail: enquiry@rusanpharma.com | Website: www.rusanpharma.com | CIN : U24230MHA994PLC07706
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Results of analysis
Pesvanrari pose1ening auny

_ Tept/ Assay
Hissa noraigra

- Deseription
RS

Specifieation limits
Houyerusi sopati

'i{esuhs

Pesyasntaty '

A clear colourless 10 almost colourless solution.
Hpasopa, GeGapsia afio vaibie GeydapsHa piavsa

Meets the test
Bidanosisag sHyoran

idenutication

| bacirvidinea i

Transparenon

- Hipowopiciy

i

IO TP

(A7) Light Absarption

CBhuonor e
(AT UV -spectrum of the sample solution (0.01% solution
twelghivolumey of the drug o 0.1 M solution
bvdrochloric acid in the range from 230nm o 360 nm
should have a maximuom absorption at a wavelength (284
L2 nm
Vb-gcnexrp autpodysanoro posanny (0.01% posuin
tuacaed oa) npenapaty 8 0.1 M posuiii
waapHeToso ol kueaoTH B ofzacyi sia 230 um 10 360
MM HORHICH MATH MERCHAMYM HOPIHHAHEN 3DH A0BH M
el (284527 i
(13 Colour Reaction

Koanoposicrs peakilifl
(1) Formation of vellow colour with 2% solution (m/v)
sodinm nitrite

YABOpCHs OB Koabapy 3 2°

2% penost (vaca/oboan)

ol

{A) Meets the tost
BLANORLAAU BHMOran

{B) Mueets the test
Bianosizae BesoiaM

Fhe drug should be ransparent or the degree of turbidity
of the drug should net be-a more intense degree of
wirhidity of the standarnd L

Mpenapatr mac 6y Tw iposoprsy abo cTynish REIasy THoeT
HPEHAPATY HE HOBHIIE Y TH IHTCHCHBIIIIL CTYTICHS
KA THOCTT eradiona |

Meets the test

Binnosizar suaoras

Colour of solution

Not more imensedy coloured than reference solution BY
birreponsic tn 3a0apanesns HPEHapaTy He HOBHHNE
HepeRIIRY BATH TTTeHCHBHICT) 3aapragnna eranony BY:

Meets the test

Bianosinage suvoras

Koasoponierh

pil

From 3.0 10 5.0 (at 25%C)
B 3.0 20 5.0 tupn 25°C)

35

C Parncalare Matter
Ne s
B HOMO S

FRelned Sehatances

DOy nposiugd

H

LONTIRY

S Nonningd vodume

30 ong, i

D hantepiuibi

fay Pariicles of size » 10 microns - NMT 6000 per
ampoule

Hacray > 10 aky - e Blaniie 6000 8 avim i

(h Particles of size > 25 microns - NMT 600 per ampoute
= 28 s - e Blakie 600 1 asiny

{a) 7 Particles per ampoule

(b} 1 Particies perampoule

T Methy | Natbuphing - NMT 0.5 %

(0 Merromaadyiding - ne Giasme 0.5%

L (i) Total Impurities - NMT 2.0 %
A Cyaia oMok -

ne Giasme 2.0%

(i) 0.01 7%

(i) 0.449%

NET ol D ampoule
He wene 1.0 wa

Mueets the test
Bianosiias susMoray

ANMT 175 ng of Nalbuphine E-i}"{%r;‘}c hloride

He Giame 17.5 EU /ny HaaGyiny Ciaposiopuay

Meeis the 1est

Bianosians ausorss

o mect the test
Tlonitaon Oy s Crepiihinmg

Meets the fest
Bianoshiae susoras

RUSAN PHARMA LIMITED

Khasra No. 122 Ml, Central Hope Town, Selaqui, District: Dehradun - 248 187, Uttarakhand, india,
Phone No.: +81 {0} 135 269 8638, +91 (0} 135 269 8327

H.0.: 58-D, Government indusirial Estate, Charkop, Kandivali (West), Mumbai - 400 087, Maharashtra, india.
Tel.: +01 {0} 22 4238 3000, +31 {0) 22 2868 2515} | Fax: +91 {0) 27 2868 5056

£-mail: enquiry@rusanpharma.com | Website: www rusanpharma.com | CIN © U24230MHA584PLC077060




Test/Assay ‘; Specifieation limits Results
Heaipa norasunes Jlonyerusi mwopsi Pesvinrars !
FE ] Quanditation For the produetion: 10.095 mg (10095 %)

Kibkiche From 9.3 to 10,5 mu/ml (95.0-105,0% of the declared
GHETERTC T amount NMalbuphine hyvdrochloride)

Hpn greorosacin:

Bia oS o 1005 siis (95,0-105.0% pia zaspaenon

@ ! KibroeT! Baiosvthiny FiapoNIopiy)

| During the term ol expiry:

: From 9.0 1o L0 mu/m! (90.0-110.0% of the declared
amount Nalbuphine hydrochloride)

Pporsrost repsiiny ipuaarsocT:

B 9.0 s O sedven (90.0-110.0% sia saspaenon
REIBROCTE 08 bbny L PONAOpHIY) |

Phe Product NALBUPHINE INJECTION 10 mg meets the specification requirements and hence is of Standard gualiny .
Hpenapar sianosiaae cocundikanisst tig HAJBYOTH IPERKIIT 10 s i Tomy Mac crapnaapray skicr.

Declaration: We declare that the above information is true and correct. This series of products was produced (inchiding
packaging and labeling) and conducted quality control at the above site in {ull compliance with the rules of production and
guality control of drugs, and in accordanee with the specification that is in the Ukrainian registration dossicr. Results of
analyzes and revicwed and determined compliance with the rules of production and guality control of drugs.

Samsa npo ceprudibnaniion [ty nUOrsep sy 660, 1O HAAR BHIe ingopMatis € Ac0ToeripHo 1 rounoio. Lln cepin
BP0 ERIET GURE BHPOGACHE (BIZHOWHOYMH A HIKORKY | MAPKVBARHA) [ NPOBCICHO KOWTPGAL 1T sKOCTE Ha niinerKataiii
CORETE N TOBHTH BEIORCIHOCTE 1 pasiaasi eupodEiITBa | KOHTPOIIO AKOCT] JHKApChKHUX 3acofin. & Takok
srmosianocTi b cnenngikadcio, o ¢ 8 Peeetpatiiinosy gocwe Yepaiswn, Tportokoan supoGumicsa i npose i
QU POIEHA TE T BCTAHOBICHE BINORLICTL ApaBuaay BpOBHILLIBA | KOHTPOAIO AKOCT] AKAPCHREUN 3acodis,

FOR RUSAN PHARMA LTD/ Bie PYCAH BAPMA JIT/L

- Y
Date of signature Jlara niwmcanns _(Fe72 203 ¢, I.NCHARGWK OTK

RUSAN PHARMA LIMITED

Khasra No. 122 8. Central Hope Town, Selaqui, District: Dehradun - 248 197, Uttarakhand, India.
Phone No.: +81 (0) 135 269 8638, +01 {0) 135 269 8327
H.0.: 58-D, Government Industrial Estate, Charkop, Kandivali (West), Mumbai - 400 067, Maharashtra, India,
Tel.: +91 (0) 22 4238 3000, +81 (0) 22 2868 2515] | Fax: +91 (0} 22 2868 9056
E-mail: enquiry@rusanpharma.com | Website: www.rusanpharma.com | CIN | U24230MH1994PLCGT 706




