UNIQUE PHARMACEUTICAL LABORATORIES
HOHHK DAPMACLIOTHRAI JTAROPATOPHR
{A division of «J I3, Chemicals & Phanmageutieals Lid o)

nneneHue pupast <3, B Kemaane s Dapuacsksinaag Jran)

Rapra, Mysedain 200 030, Fuang - Worli, Mumbar 400 030, India

CERTIFICATE OF ANALYSIS
CEPFTH®HKEAT AHAJHIA
QUALITY CONTROL BDEPARTMENT
GTAET KOHTPOAH KAUHECTBA

Name of the product

{ Lysanue spetpara

IFIMOL® 180 ml LDPE bottle
{Solutton for mfusion 10 me/mi )
HOUMOA® daaxon w1 [IIHI 100 s
{(pactiop A HEGY3rA 10 srisa)

Registration certificate number
and date:

Homep Perucrpaunonnoro
VAOCTUBEPEHINE 1 T

5 JEOO00900 o 18.10.20H

Batch #
Cepua Ne

TTiF2003

Manufactured 272024 Valid to B12022
Tposeacnn | Fusies jo

Analytical Report Ne ITEPZOODGA4S Date 2T0LI020
Anamrrrucckiid Orier No i Jlars

APl manulucturer of API
Hausenonamie aRTHEHROH
cyOOTARIAN, NPONIBCIMTEAL

Paracetamsol BP - Farmson Analgesics (a division of Farmson
Pharmaceutical Guj, Pvi. Lid.), India

HMapaueramen bp. . — Gapmeon Ananpresire (Moapasaenachne
@apseon Dapmackioruie Dy e My, Homa

The analysis was carried out
according to Normative
document

Aniuns serroaten no T

JHLGOOGES 100717
000900 200619

Manufacture:

(Al manufacturing stages)
Hposssearens

{Bee craaun npouspaseTeal

| Unigue Phammaceutical Laboratonies (A division of L B, Chemicals &
Pharmacenticals Lid ), India

Ok Mapuaceiorakan Hatopurepus {(Oraeneste uput Lk b,

Kemukane win bapmackiorikane fe), Hiaus

Site address
AJIDEC POHIBOICT REHHOT
TEMHILEVTR

Piot Mo, 4, Phase 1V, G.I D.C. Industaial Area, Panoli; 394 116, Disi. -
Bharuch, India.

Yuactox Ne £, dmsa IV, HJLK. Hunacrpuan Apea. [lawonn: 394 (16,
OKDPYT - bxapys, Mg

Storage
Xpanenus

Al tempreraturs nat exceed 30 °C.
Ilph remnepatype se seiwe 307 C.

Shelf life
Cpox roamocTi

Crpansua L s §
Russiz

2 years
2 roga




TEST
HONLITAHUBM

RESULTS
PEIVALTATLI

STANDARDS
CTAHIAFPTHI

[rescrignion

Cncatne

Identification

omsEnac Ty

Comply with reguireinents

CaoTreretiyet 1pehoRais

A clear colouriess o pale yellow solutlon

Mpoapasitisii DectreTHOrn 30 CASTAG
¥

L CTTOTO LIHCTS

pactuop o1

Keeps requirements

Baaepsimacr rpefosani

4 R
The retention time of the principad peak in the

chromategram of the wst selution shovid comespond 1o

| that of the principal peak in the chivmatogram of the
| standard solution of paracetamol
| Bposs vacpaisasig GCHOBROMD ks 1

APOAMATOTPAMME HOHWTYOMOUO DECTEODG T DR
CONTHRETUTRORE T h BRCMCTE] YACPKERINE OCHORH O TR

Ha XPOMITOFRDAMMC CTHLAZPTHON O DACTHRUD [EpHBICTAMONR

pH 5.2 From 350 60

pH O35 aebl
Catractable volume 3.2 mi Not jess than 100 md
MasaewseMili ofpes 103.2 a0 He mence 100 ma

Hacterial endatoxin
barTepitaiiinie
HLAOTORCIU L

Less than 2.5 BV per | mi

 Menee 25 B ma | mp

Nod maore than 2.5 EU per 1 ml

e Gonee 25 8 ua 1 ay

Seerility Stenle The salution should he stenle
Crepumatecie CrepunLiii Pactiep Aomsic GLlt CICPHOLILIM
Particulate matter
Mexanses KHe B Absent Particulate confamination should be absent by viznal
Yisible inspection
CheyTersyior MEXSHIHECRIC BEIKMCHIEE 100K OTCVTETROMATL, TTPE

Huammpoe

Invisible

Henmansmiie

Particies 2 10 um
0 per containcr
Particles 2 25 ym-

01 per contaimer
HacTuees = 10 puxkpon:
0 haawon
Haectmin 2 25 muspon
1/ dinaon

BIZYILIHIOM KOHTPOAC

- The particles 2 10 pme average number of particles -
NMT 6000 por container
- The panicics 2 25 pny average number of particles -

NMT 600 per contaimer

L HacTHurd 2 0 MEEDOIL CPRATICE KOANYECTaU Ha Tt -
| e foaer
D= Heenukl 2 25 MHKPOH CRCHHEE KOO TRO HACTHEL -
| s Donee GO Grakon

GOOD dinaran

Clarity: Keeps reguirements Solunon should rot exceed the turbudiy of reference
standard
poapasnieetn Buaepsianaer mefonang PacTeop 1e A0S OPERLUATE ¥eanom syt |
Color: [Yaes not exceed the ~eference The color of the solution should net cxceed the reference
standard Y, standard Y,
HacrioeTs. He npespiaer stanon 'Y, OKpacka DICTHOPE HE  Q00KHI  NDCBNIATE  OKPACKY

sranona Yy,

Abnormal toxicity

ABOMILIBIEA TOKCHYHOCTE!

Crpantizza 2 m 8
Russia

|
|

Non-toxic

Heroscuutinie

The solution should be non-texic

szc:‘uup ADT#CH GbiTh HETORCHYCH




Poacrseniipie
1l]’)~H MUK

Assay ol
Paracetaniol:

Komimeumenios

mgdml

G901 % e 9.9 aasan

TEST RESULTS i STANDARDS
HOHBITAHHHA PEIY ILTATHE E CTAHIAT TSI
Relawed substances | -4 - aminophenol - not more than G 5 %
| - Anv other upidentified impurity - oot more than 1.2 %
(0 () % - Tow! impurity - not more than 1.5 %
1008 % « 4~ ampiodienon - ne donee 0,5 94

0hA ApYEaR neracu e NIOBINIAA IpIEMeCE  HG
fionec 0.2 %

- Cysma ipusteecti - se
G0 % to THILD % of the
1e 5011 Ompmi

0132 1.5 %
abeled amonnt

or 90.U% do 1IUU % o7 KoMuMeCTRA, YK

AUCIT 13

with the symbol %, internztional nen-
proprietary name, pharmsesutical form
and strength (mg/ml), composition per
ml. of soluton (name and amount of the
active substance, list of  excipients),
velume of the product per  wvial,
mlormation: “Sterile”, “For intravenous
administration™ " trademark”,
storage  conditions,  Manufacturing
license number, batch oumber (Batch
No.b, date of manufacture {Mle. dutel,
Expiry dat¢, name and address of the
manufactarer. Additonally, the English
logoiype of the maeufaciirer should be
1acluded.

Additionally, the code of the packsging
clement 15 printed.

Ha__amxerxe (OfE_ Uit PYCCKOs
AIIRS L YELIANO: TOPrOROe

HAMMCIROBIHIC  C DT IPE e nL 108

COABPRATHE mkeTke, e 01 9.0 a0 LEO srdmn
Hapaueramona:
Pack S omloor (00wl inte cach glass vl (USP, type 1)
Yiakoeka Wd mb sto each  low  density | stoppered with a sibeone-coated bramobutvl rubber stepper
polycihylene vial sealed with snep cap. [ erunped with an alupvinium cap with protectve plastic hid.
One vial wrapped in cellophane along | One vial along with the package insert and a vial bolder e
with the package msert are placed in a | placed in a cardboard box.
| cardboard box oF
| Ho (00 ma 80 Quakou Wi aoadrriacda | 10 ml into each low density polvethylene vial sealed with
DUHSKOR  BACTHOCTH,  YEVIORCHHMit | snap cap.
BACTR ARG ULMUA KON TRMRON, One vial wiapped in cellephane along with the package
Oaun doaeon 8 uénaodaronsi: | insert are placed ina cardhoard box
ofcprre  auscumies B Kaprondyie | Fo S0 s no 100 s s cresmanni gaakon (USE, i
nasky  EMecie o omnerpysaeen oo | B oykymopen Gposfyviiiosoilt prisnceod opobkoii ¢
PR HC TG CHAMKOHOBEIM  TOKPLITHEM, oDROTRHIOR  ATOMIEHECERN
KOTNAKOM € SHUHTHOR (ECTHKOROE  KPLEIKOIL
{j,qﬂll Gih’!}“{ﬂ“ < H!ic‘f“’!y’fi”l(};‘! 0O OPEMOETIK 11}
AepAaTeies QKON IUMCIHLIOT A KAFTOHHYIS [Ta4KY
HIK
Mo 1K) mn g0 gt,ﬂ:muu M DO ITHICHS HIRKOR TI0THACT,
YEYIODCH L SAHENKNBAKIIHMC R KO IHOM.
Ui Guason B ueanodadoscit obepTee OMCIGeT B
KAPTOHIYIG  THANKY  BMECTC ¢ uncpysunelt  ne
N TIR P AECTICTIH B, o e
Labelling The followirg information 15 specificd | The following ‘nformation should be specifivd on the vial
Mansnposka on the visl fabel in Russian: trade name | label in Russinn: trade name wath the symbal %,

intereational non-proprictary name, phasmsceutical form
and strength (mg/mlb ), composition per mb of soluton
(mame and wmouot of the active substance, s of
exeipients), volume of the product per vinl, informastion:
“Sterite”, “For ntravenous  admumstranon”, YK -
trademark”™,  storage  conditions, Manulacturing  ficense
number, bateh number (Bateh Nod, date of manafaciure
(Mfg. dawe), Expiry date, pame and address ef the
manufacturer. Addwonally, the English logotype of the
manufacturer should be included.

Additicnslly, the code of the packaging <lement {ihe
location of the packaging code of the packaging clament
depends on the technical parameters of producticn lines)
should be specified.

Inscription of  alphanwneric  and  praphical
(technical mformation) for identification of the packaging
material 18 allowed, Such inseription may be omitied.
Technien! information may vary depending on the product
barch, printing and packaging cquipment used.

An indicatar scalg 15 cast on the low-density polvethylene
vial.

Hla yroecyke QUIGKOUE 12 PYCCKOM  RIMES  YRASLIMEGL

TOPTOROS HakMCHOB NS £ NDCAVIIPSAHTC AL

notations

Crpanng 31 §
Russa




s MADEHTIOBKOT X,
HCHWFCHTORANTHOC HAMMOHUOBRHN D,
DETREHUMIG BOpMY M MUPCRKY
(vvmal coctak a1 s pacteopa
{HAMeIoRAH e " KENIHYLC RO
AR THHLIO HEICCTRd, TCPCUSHL
DBCHOMOUATEARNMX  setiects),  olmes
;ilpc:mpn!i! 0 PABKOHZ,  BATICH

LeTeprinien, «lag BHYTDHACEROTO
|

| speaennsy, o8 < romugaui o make,
! yYoronisg APaECieA, ‘ill\ﬂ‘,p
CRpORIRGACTECHICH  THHCHIEN,  Gusep
coepin (eCopis N T3
warorosnewns (cHara woeon), wl’onen
ACie. mAIBAWGIE H Aapec PupMi-
POl 2805TCan. !lt)n;'-mm‘mm,un HIE
HHEAMHOROM  B5LIKC VEALAH  foroTHn

TP FEPONEROAM T A
dotomumrennio VRAR
YHURGROTIGNS YCMeNTa

KOJE

The folowmg ion is specified
on the cardboard prck i Russian trade
name with the svmbol ®, internmational
aun-propraciary  name, pharmaceutical
Sorm ard strength {mgdnd), compaosition
per mb of selwtion. volume of the
product per vial, information: "Stertle”,
"Far intravenous administration”, "Keep
out of reach of childrel Dot use
after the expiry date”, "% - trademark™,
“Instractions for use can be found inside
the packaye”, marketing starus, storage
condiions, production license mumber,
Registration certificate number, batch
number Batch  Noj,  dawe  of
manuiiicture (Mfy. date). Expiry date,
name and address of the manufacturer,
bar-code.

Additionally, the foliewing information
should be included in English: trade
rame with the symbal & mtemational

nonpropriclary  mame,  pharmaccutical
torm, strength,  logotvpe  of  the
manufacture.

Additionzlly, the code of the packaging
clement s heing printed.

Ha saproinod mpvee s pyecros sinke

VRN TOPTOBGC  HAMMELOBARHC
OPCANTIPEANTEALION  Mapkiponkod K,
| MEHAVHAPOAHR HEOATOHTORM HIOS

j HEMMCHOAGHC, JCKAPCTHSHIYI (DOPMY
LM QusHpoBKy [MESMI), SOCTAR BA | oMn

MEATYVHAPO IR |

!

M HRGEYHADY O HENATCHTOBAHOT
ipoTnenyie  Gopay
iosa pACTRORA  (HANMENGEIING o

MEApRUpOTK Ol K,

HAMMEHRIBAITIS,
{MEMRY, CocTap

1% 11 Pt :'inpnﬁx}

KOUyCceTan ARTHRIOTG BEIQETRA, nepsyuc:
BUHOMOLATEARIEIX  BEIICCTRY.  0DB2M  Bpenapata o
Prarcaie, naanncr «repurpHoe, W LAk BuvipsscHnorg

aneiciiiy, «B o TOBAPILE MAKK VOIOBUS XPANSINY,
NPUHIBLICTECHHOE  JIICHIMH,  TIOMED CEpitn
CaCepus Nocwh, sra weoroargisg (olluta iar e, o oten
A0l neIRaiHe Hooonapee #!G;Mﬂ»l»ll;;u:mmwunc:w
JorasinTesunu e QRTIHECKOM  RIRKC YR 0T
SOEOTH DM D OHIBOTHTC 1R

Jotuunreanie yamaaor ¥on FIGKOBOMHOI G "HICMEH TS
IMECTH HAHCOUHIHE KOM3 YHAKOROWHOND WICMCHTE 1ARHCHT
CTTSCHHARORNY TTAPAMYEPON TPOHIBOACTRCHELG 118001

o

Buossmosmng  gzpeccine Gvescine - HHQpoBRis o
ipadaeckux R TEET R TTIT T BepeHill (Texiteueckay
EHOOPMAIET LMK ACHTHHERIRE YIAKORGMIOT

Marepaaiz, TUk ¢ BAHCCHHE MOKET OICYTCTROBATS.

Texsinqcogan  WHDOPAMANE  MOBCT  MOHETLCE  §
VERUCHMOCTIE o BPOHIBOACTBUH T SCPHH,
HCIOIRSYOMOTS feHarTyeIo " YRAROLOUIOID
VIOP VORI,

Ha guIaKoBe M3 DoaermiacHE HUskel IROTHOCTH METOA0M
SHETRA HARCCEHA OPHONTHPORO AR WELT.

The follpwing information should be speestied on the
cardboard pack in Byssian: trade name with the symbal %,
international non-praprictary rame. pharmacentical form
and swrength (mg/ml), compesition per mbL of solution,
volume of the product per vial, infennation: "Seerile”, "Far
mtravenous  administration”, "Keep our of reach of
children”™, "Da not use after the expiry dote”, "%
wademark™, “instrucnons for ese can be found inside the
packuge”, markeling stutus, storage conditivns, production
license number. Registration  ceetificate number, bach
number  Hateh Noo. date of manufactare (Mle. date).
Expiey date, name and address of the manufaciurer, bar
code

Additienally, the followmng sformation should be included
i Foglish: trade name with the symbol . iclemational
nnproprictary - name,  pharmaceatical  Torm,  strenuth,
logotype of the manulaciure,

Additienally, the code of the puckagmng clement (the
location of the packaging code of the packaging clement
depends on the technical parameters of production lnes)
should be specified.

Inscripion of alphanumeric characters andfor graphical
notations for the identification of packaging material is
allowed, Such mseripion may be amined. Technica!
information may vary depending on the product buich,
printisg and packaging cquipment used

I7 20 code s applied on the package, the Tollowing
information should be additionally included: 2D cade,
praduct code {Prod code) and unique code (Unigue code).
The lotation of the 2D code can vary depending on the
technical parameters ¢ production lines.

Ha kspromnoll nmauks (3 pveCKus 8 1niKC YRIIBIBEIO 1]
TOPPOROC  WERMENORAINIE € [PCAYTPSINTCILUON
MAPEMPUBKOH B, MUARYHADOAINS  HERATCHTOBINL
HAHMCIOBINHE,  TCKAPCTRCIAVID  OpMY W A0WHPOBRY
(ar/an), coctas 1a 1 oMe pactuopa, olpes npeoupets so
Qanakone, naxmnen: «lrepnnnios, «lue aHyIpasciion
BREACIIAN, CXPARETE B MECTAX, HEIOCTYIHEIX JU18 ACTeH
«lle FEnoiEIORETE IOCHE HETCHCHHA CPOER FaaIaCTi, ok

Crpastaig 4 13 8
Tussi



PACTHOPE, ofRCM

i

Mia B
BRAKGHE,  HRIOHCE wrepHARKEQ Y,
Wlx BUVIDHAAIORG  poCACNE Y

WXPIHHTE B MCCTHX, HCROCTVIHBIX 1

(POIGRICTHEHHON  OHIICIHA. ose]
i PETHCTPAII IO © FAOCTOHEPUILY,
[ tomep  cepie

{e{epia Neowd, mara
iroroeaenus («flata wir ed «lonen
An. MAIREAHE W aapee duimael-

HPORIBOIHTEAA, HITPUX-KOT
Jonoinmieanio e a5 iHACKoM RILRC
FRAWHO Topropo
APLAYIPCAMTEILIOR  Mapriposgoit &,
MOA LY HBPOTIOC HEHATC TR o
HAMMEHDRAHME, JICKAPCTICHIYIO hopuy
H aoriposky (mg/mi), soroTun Gupunt-
NPCH ARG CE,
Jeomreasne VEAEH
FVRARODO OO ResenTa

AHMCHOEIHHC ©

HQ

aeveiin,  «He  wenomaopatt mocac
HOTOCHNN  CPORS  TUIROCTIS, @k -
ToORZPHLE  aks, «Hictpyrins oo |
FRHMEHIHUR Haxoimioe auyTpi
VIAKORKID, YOIOBES QMR 13 JHTCK,
VETR XpEHCH I, HOMED |

TUBAPHBIL  THIK, --‘I-Tmfﬁ';_;‘saﬂé;;u o HPHMEHCH T
HAXOHTOA BHYTPH YTIARDBEI:, YOIOREH OTIIVCRR 183 3NTeK,
P YUAOREH XDANCHHE, HOMED HPOIIBOICTUCHRON LHLICH SIK,
DHOMED PRIHCTRMMGHHOND VIDCTOREPCINS, HONMCD COplit
teCepus Noow), azra wirorosnenna («Jlara wsroe), «ogen
RO HAMGEUEE 3§ anpeC PHPMB-NPIEHIHTCAR, [HTPRY-
KT
;iu!lcumhﬂ:.‘i].!lr_\
HOprIBOE

A AHCAEHCKON
HAUMEHORATIHE ¢
MAPKIPOBROE B mesiyepaaes
HEHMEHOMINEE,  SEKAPCTROHEYIO  (opamy
EmE mp, FOTOTI ot PME- P OR3BOIRTENS.
JOONIMTSILHO YEBIRIBAKIT KO YIAKDROUHOTO WEMOITL
[MECTO HAHZCOHHA KOTA WNAKOBOUHOIO MEMCHIL SRBICHT
OT TSXHHMECKHY TAPAMATPOR NPOMIHOICT BCHILS St}
Bonwane Hawccedue Sywnemim — fdiposus
rpaguaecsnx 000 ENCIIEE BEPCHA U8 HACHTH( KL

SIBIKL  YREILIBURT
ApevHpeIHTEILHOH
FICAATCH VOB e

i TOIHIOHEY

VHARGROTAOTG MATOPHANG DANOARUIHSIY MR RECHTHEX #
EHVITCHUHXN  KOGAJHAN  yIAkoRKH.  Tax &0 aaneeenie
MUHCT OTUYTCTROBATE

Texmwmeckan ikbopsuiiing MORE] MUMATLOS )
BB HMOCTH or PeHIBOICTBONNOH cepua,
| HEMOERIVEMOTO LR ETTV AW H VIRIKORGUHOIO
| OTOPEAOREINA

PHenydae  BANCCENMX  HA NAMKRY JBRYMEDRONO KO

ACHOZHHTERBHO YERIERNOT! .’IR}’MEDHH“ ROA, KOi ::puﬂy“rz\
("Koa npoa ") o yiosaasssts coa (Yuuk ken”). Mecto
Haucoon RB}'MUPL'!U]U KULId MUORCT MUOHATRCY H TaRHCHT
UT TEXHAMCEKHY Hﬂ[ﬂ“(ﬂp{llﬁ FPOHABOACTRCILIX T HHH.

The above ssrple compiies wath the presenibed standsrds of gualey.

Brmeyranm el o0paseil oTeeHaeT YOTHHOBICHILIM CTEHRPTIM KII0ETEA

Crpaneis Sns s
Russr

Qb asrs,

QUALITY CG.\"I'HUL MANAGER
MEHEDKEP O KOHTPOMO KAYECTRA



