MACLEQDS
SR

CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHAJI3Y
1 Name of Product Rapitus ARNO.: - |2 | Manufacturer Country | India
Levodropropizine | BAFPS2400
syrup 30 mg/Sml | 1743
Hamenysanus Paniryc Date; Hdepxasa-supoduux Ingin
DpoAyKnii. Jleronponponiann | 22/05/2024
cupon, 30 Mr/5 ma | Jdara:
22.05.2024

J Registration
Certificate No

4 | Strength/potency of the
“medicinal product

30 mg/5 ml

| Houtep UA/6153/01/01 . 30 MI75 ma
. Cuna ait / akrupuicrs

pecerpantitiioro KapesKoro 3acod

NoCBigveHHA ’ P y
5 Dosage Form Syrup 6 | Pack Size 120 mi

Jlirapesra gopaa. Cupon Posmip i Tun ynavoskn, | 120 aur
7 4 i

glich NO,W:_.__ 142404734 8 | Date of Manufacturing 05.2024

oMep cepii HaTa gHpobmiTES
Batch Size 25000 bottles 9 | Date of Expiry
Posnip cepii. 25000 daakouin “Hara saginyenus 04.2027

TepPMIHY HpHIATHOCTE

10 | Name, address and license numbers of Mfg unit

Macleods Pharmaceuticals Limited
Village Theda, Post Office Lodhimajra,
Tehsil Baddi, District Soian, Himachal
Pradesh 174101, India

Ne MINB/7/594, Noe MB/07/593

Haﬁmenyaarmﬂ, MiCHeIHAROMIKReHHS T HOMEpH Nilensii
BCEX AiNSHOK o BHPOGHHUTEY | KOHTPOMIO RKoCTI

«Maiaeone DapMachIoOTHKaIC JimiTeg»
Biremx Txena, IO Joaxivaiipa,

Texein Bajui, Hicrpicr Conan, Ximauaa
Hpagew, 174101, Ingis.

Ne MINB/07/594, Ne MB/07/593

11 | cMmp Certificates No / Date

007/2023/GMP___ Valid till: 12.08.2024

Cepradixarn signopinnoeti GMP pns Beix ginsgox no
BHPOGHHITBY | KOHTPOIIIO 1Ko CTI a0 (pu nanBHoCTI)
nomepa noenaads B 6asi aanux Eudra GMP

007/2023/GMP  Tepwminu aif: 12.08.2024

12 Result of Analysis/ PesyasTari nposeienin

anadisy.

Sr. | Tests

No. | Moxasnuien
Ne

n/n

Specifications
Croeundixkauin

Resulis
PesynnraTi

1) Dcsc_l:iption

Reddish coloured liquid with flavour.

Reddish coloured liquid
with Oavour,

Onue Piguna wepronysartore KOLODY 3 apOMATHUM Pi,ﬂll_!_a,_f{e VBOHYEBAT
3a0aXoM.
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MACLEODS
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2) | Identification A. Levodropropizine
The retention time of Levodropropizine peak on Complies
the chromatograms of the test and standard
solutions obtained in Assay should agree,
B. Colour Ponceau 4R _ _ L
Absorption spectrum of test solution in the range | Complies
from 400 nm and 800 nm should have maximum
absorbance at the wavelength 507 nm + 2 nm
C. Sodium methyl para hydroxyl benzoate and
sodium propyl para hydroxyl benzoate.
The retention of Sodium methyl para hydroxyl | Complies
benzoate and sodium propyl para hydroxyl '
benzoate peaks on the chromatograms of the test
solution and standard solution obtained in Assay
should agree, )
Lrenrrudiranis A. Jlepoaponponizuy.
HYac yrpumynanns nixis Jesoaponponizina #a| Biznoginae
XpomaTorpamax ennpofyeaitozo i cmandapmiuozo
Pos3ynnia, OTPUMAHHX npH Kinbkicnomy
BIIHAUEHHI, Ma€ 36iraTucs,
B. Bapeuux Iloncs 4R,
CuoexTp normuuanus sunpofysanozo posuuny B| Binnosizae
obnacri Bix 400 wm 10 8§00 Hae MOBMHEH MATH MAK~ :
CHMYM HOTAHIAHHS IPH XOBKHNT XB 50742 v
C. Harpiw MeTnianapariapoxenbtensoar i narpirwo
nponinnmapariapoxcenbenioar,
Yacn yTpumyeanus nikie HATpil0 Mernanapa- | Bignosinae
rigpoxenbenzoary i HATPIIO  nponinnaparia-
pokcidenzoaTy na XpoMaTorpaMax eunpofysa-
Hozo | cmandapinozo Pozuunie, oTpUMAIRX npi
KinbKicHomy BI3HAYEHHI, IOBHHAI 3biraTues.
3) | Average weight From 120 ml to 122 ml 121 mi
Cepenniii  obcsir | Big 120 mn o 122 mn 121 mn
HANOBHEHHS ‘ '
- 4) |pH From4.51t05.5 4.943
pH Big 4,5105,5 4,943
5) | Weight per ml 1L,Iox 0,10¢ 1.13 g/ml
(2125 °C) :
Macz ognoro L10£0,10r 1,13 r/mn
miminirpy
npi 25 °C)
6) | Related Impurity B — not more than 0.5% Not Detected
substances Individual unidentified impurity
~—not more than 0.2 % 0.02 %
Total impurities —not more than 1.0% 0.06% ___
Cynyrui Homimka B — ne 6invure 0,5% He,; fﬁf’ﬁ{eﬁ'{?}‘,}“
AoMinrxn Iapusinyansnoi Hesigomol gomiunen ;f g {
——ne Gianute 0,2% 0,02 % "% ﬁ
Cyma foMiwox -—— e Sinnine 1,0 % ;06 e 77) R
- [ ACe” e ™ T
MACLEODS Regit. Office : Phone :91:22-6676-2800 S Wil < 7, l‘é
PHARMACEUTICALS Atlanta Arcade, Church Road, Fax 1912220256509 . \xllla\ge‘l' hed}!bP’O\ himajra

LIMITED

Near Leela Hotel, Andheri-Kurla Road, Email
Andheri (East), Mumbai-<400 059, India,  We

bsife: wivw.macleodsphiarma.com

CIN  : U24239ME985PLCOS204Y

s customercara@macleodspharma.com "'lféi’zsi_lk'f);iddi,lni“sﬁ; Solan

LB 174101 Thddin,
Phone: 01795.236137,38




MACLEODS
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7)

Assay

A. Levodropropizine
On batch release ;
From 28.5 to 315 mg/Sml of levedropropizine
(95.0-105.0 % of labelted amount)

For shelftife:

From 27.0 to 315 mg/5ml of levodropropizine
(90.0-105.0 % of labelled amount

30.09 mg
100.3 %

B. Sodiurh methyl para hydroxy benzoate and
sodium propyl para hydroxy benzoate

On batch release ; ,

From 5.85 to 7.15 mg/5ml of sodium methyl para
hydroxy benzoate '
(90.0-110.0 % of labelled amount)

For shelf life:

From 5.2 to 7.8 mg/5ml of sodium methyl para
hydroxy benzoate

(80.0-120.0 % of labelled amount)

6.46 mg
99.4 %,

On batch release ;

From 0.9 to 1.1 mg/5ml of sodium propyl para
hydroxy benzoate :
(90.0-110.0 % of labelled amount)

For shelf tife

From 0.8 to 1.2 mg/Sml of sodium propyl para
hydroxy benzoat

(80.0-120.0 % of Iabelled amount)

LO1 mg
100.6 %%

Kinbricue
BHIHATCHHHA

A, JIeBoL:panponizmﬁ

Lipu sunyery,

Bin 28,5 a0 31,5 mi/S mua JieBoaponporniznaa
(95,0-105,0 % Bix 3anBaeHol KinbKrocri),

Anst mepyiny npudammocmi,

Bin 27,6 ne 31,5 mr/5 ma fNepogponponisuna
(90,0-105,0 % Big 3asBaenor KijibkocTi),

30,09 mr
100,3 %

B. HaTpiwo MeTHNaparizpokcen

Genzoat i narpino Hpomiinapa rigpoxentensoar.

1Tpu sunyeny.

Biz 5,85 ao 15 mr/S ma HATPIO  MeTIha-
naparinpokcnﬁemoaw

(90-110 % pix saapnenof Kinnkoeri),

Ana mepatiny npudamnocmi.

Bin 52 g0 78 mr/s

napariapoxcuGenzoary
80-120 % win 3anBieno; KiJibkoeri).

M BATpile  MeTiu-

6,46 Mr
99,4 %

Hpu gunycry.

Big 0,9 po 1,1 mr/5 ma HaTpile npouinnaparig-
porcHdensoaTy (90-110 % i sanenenoi KiNLK).
Hna mepsiiny npuoamnocnii.,

Or 0,8 o 1,2 mr/5 ma HaTpilo nponinnaparig-
poxcnbemsoary (80-120 % six sasurenof Kinnk).

1,01 mr
180,6 %

8}

Microbiologiacal

Allowed in drug:

S—

MACLEODS

LIMITED

Regl, Office :
PHARMACEUTICALS Atlanta Arcade, Chureh Road,

Near Lecka Hotel, Andheri-Kurla Road, Email :customercm

Phone :91-22-6676-2800
Fax 1912229256599

Andheri (East), Musubai-#00 059, Indin.  Website: wivw.macleodspliarma.com

CIN 1 UZM239MHI9R9PLCOS 2049

NN

re@mackeodspharma.com \‘Tési! _ﬁ{ﬂdi,"l_)_k‘ “Solan

(ALPY 174101 Indin,
Phone: 01795236137, 38
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purity Total number of acrobic microorganisms (TAMC)
— not more than 10 > CIFU/g Not applicable
Total number of yeast and mold fungi
(TYMC) — not more than 10 ' CF U/g Not applicable
Not allowed Escherichia coliin 1 g of the drug, Not applicable
MikpoGionoriuna | ¥ JAIRAPCHKOMY 3a¢06i AONYCKAEThE!
YHcTorat 3araanna KinbKicTh aepoGuiux Mmikpooprauisaip
(TAMC)— ne Ginnmwe 10 * KYO/ 1y He 3acTocosycroen
3aranbna KinsricTh ApDIRLKOBHX | micHsBHX
rpudie (TYMC) — ne Sinpue 10 ' KYO/ r He sacrocoByernen
He possoasernen  Escherichia  coli Y 1 r| He3sacrocosyeTnes
I JliKapeLKoro sacofy.

13 | Comments (if any) Micro test will be performed on first three production batches and then every
tenth batches with at least one batch tested annually.

KosmenTapi (sixumo €). Mikporecr Gyne nposoanTies Ha MEpIINX TPLOX BHPOGHHYHX NAPTIsK, a norim
na KoxRiA pecariit naprii, npu UBOMY IIOHAHMCHILE OHA IAPTiA
TeCTYBATHMETRECH HIOpiuRG,

14 | Application for "I hereby certify that the above information is trae and accurate. This series of
Certification . products have been produced {(including packaging / labeling) and conducted
quality control on the above mentioned stations in full compliance with the
requirements of GMP, set by the local regulatory authority, and in accordance
with the specifications contained in the registration dossier or trade license of
the country of the manufacturer or importing country if the products imported
or file specifications in preparation for the investigational product. Minutes of
production, packaging and testing were reviewed and the correspondence

GMP»,
3anpa npo «Hum = MiATBEPANYIO, IO HABemeHa Buie indiopmauia ¢ HOCTOBIpHOKO |
ceprHdiratio, Tounowo. Ilw cepito nponyruir Oyao Bupodieno (BRAIOUAIOUH YO2KOBRY /

MApRyBanns) i uposegcHo KOHTPOJL 1i SIKOCTI na BHINE 3a3navieniil ginanui s
noeniit  signosinmocTi 2 BuMoramun GMP, seranophiernmm MICIEBHM
PETYJIATOPHHM OPraHOM, d4 TAKOXK Yy Bignopianocti 3i cnenudirauigsmy, mo
MicTATLCS B peectpauiitnomy gocne abo B peecTpaniiinomy nocsinuenni kpaim-
BHpoSHUKa abo Kpaiun-imnoprepa, sxuyo NPORAYKUIA IMOopToBana, Y B Joche
coenndirauit na  npenapar pas ROCHARYBAROTO  JTIKAPCLKOTO sacody.
Tipororonn BHPDODHHITBA, YHAKOBKH Ta aiadisis Gyno  mepersisinyro i
BCTANOBJICHO BIANOBIAHICTE BHMoram GMP »

i 15 | Name and position / title of the person issuing the permit issue series /

IMpissue ta nocasa / 3BAHHS, 0COGH, IKa BHAANA MO3BIT Ha BHIYCK cepik,

\

[ Prepared by/ Higrorosreno Checked by/ IMepesipeno Approved by/ 3arsepaskeno
‘; Reviewer : Manager QC Manager QA

| NAVNEET KUMAR SUCHINDRA KUUMAR NITIN SINGH

| Date/Mata 21/05/2024 16:41 Date/Hara 21/05/2024 18:14 Date/lata 22/05/2024 10:11

This is electronically generated report, hence signature is not required,
Ceprudikat srenepobano asromaTiumno ta nignue He norpiduui,

MACLEODS Regd, Office : Phone : 91-22-6676-280¢ L Warls e S
PHARMACEUTICALS  Attanta Areade, Church Road, Fax  191-22-2925-6599 " Village Thedas 6. Lodbimajrm
LIMITED Near Lecl Hotel, Andbieri-Kurla Road, Email : customercare@maclcodspharmacom Tehsil BaddizIiett. Salan

Andheri (East), Munmbai-$00 059, India,  Website: www.macleodspharmacom H.P) 174101, India,

CIN  : U24239MIHI989PLCOS2049 Phone: 01795-236137,38




State Service of Ukraine on Medicines
and Drugs Control

Hepuanna caynda Yrpaivu
3 AIKAPCLKIX 3aCOBiB T2 KOHTPOMO 34

HAPKOTUKAMH
Hepausne nignpuecserno "UHerrpamsua State Enterprise "Central
Aafioparopis 3 awaaisy nroeri JiRapes i Laboratory for Quality Contral of
3acobi i aeansuol upogyeuir” Medicines and Medical Products”
Yepaisia, 04053, u.Kiile, syn. Kvdpsaceka 10 140G, Kudryavska siraol K yiv, Ukraine, (4053
then fipas (044) 272 57 98 Tel Fax +360 (447 272 57 98
web: www.clab.com.ua, e-mail: centraffab@clab.com.us wel www.clab.com. ud, e-mail: cantralfab@elab.com ua

Ceprudirar ananizy Ne 1678 Bin 19.08.2024

Hiana spuawen: PAIIITYC, enpen, 30 mrv/5 an 1 120 ao ¥ pagoni: no 1 QIIRONY 3 MipHHM
koniratkon y xapronnifl ynakesui- -

Pecerpauifinii HoMeD: 1726.24

Bupodiunk; Maineone Daparacwionanc Hlisiten, ngin

Homep cepii: 142404734

Micue sinBopy spazwn: TOB "Marneane Gapmaceiorizam Jlis iren”

RELHTINTITEN Heprasna cnyxGa Yrpaiui 3 AlkapLekex sacobin ta KORTROI0 380 HAPROTHKAM I

Cyaposizunii aoryatenys Jhier Ne 6492-002.0.1/002.3/2-24 1in 02.08,2024 .

ART sinfopy spadisa; Ne Bin 07.08.2024

Coran spwinn: 3pasoK n crani MPHAATHOMY 17 HpOReASHIS BHpOGyRan,

Aara orpusmannn 1paska; 08.08.2024

Harn sinconanus podiT: 09.08.2024 - 19,08.2024

Bua xkonrpoaio: ' 30 POINOPRIKCHHANM Hepmwannot caymdis Y Rpafinn 3 aikapcbiny 3acodis 1o EOHTPOO
Ja napsorHiasn ("IM", Mocranosa 902)

Micne niposeacni AT «ldenrpanina Aeboparepis 3 ananiy skoeti ARAPOBKUN 3COGIH | Meaunoy

ABALHGCTE . le{)EyKLlll‘)J

HL pinnoniano no awef MES 1o p.a. Ne UA/61530101, amtiam siz 64,1 0.2018 maxas Ne 18 1), aminr a0

UPUBCAUBCS auanfy: M wig 29.07.2023 mukas No E380, sminn

[ Moxasniky ] Bumoru HA l PesynbTartit j

Cnue Fiauna vepaonysatora KONbOPY 3 apOMATHIM 38MAXOM Binnosinae

lnenTudikadia 1. A. Nesoaponponizun. Yac YTPUMYyBahis nikis Nesogponponisnmy Ripnosigae

Ha XpoMaTorpamax A0CHigKysaHomn i CTaHAAPTHOFD PO3YMHIR,
CTPUMEHYX NDK KinbKiCHoMy BYIHAYEHH|, ROBUHEH Ghisnagaty
2. 5. BappHuk (oxce 4 R. CrerTp norAnHanss AOCNIAKYBAHOMO Binnovigac
L2 POdsMNY B oBnacTi eig 400 1M A0 BOO HM nosuAeH maTu MEIKGH MY
: e : NOFARHEHHA 38 ROBXWUHW xBUM 507+ 3 1w
S 3. B. Harpio MeTurinaparigposcnBensoat Ta HATPIIO Biarosigae
nponinnaparigpoxcubenoar. Yace YTRUMYBaKHA nikis Hatplio
. «/ . MeTunnaparigpoxcnbensoaty Ta Hatpiio
i ﬂponinnapariapoxcwﬁeusoa'ry Ha XPOMAaTOTpamMax AoCHaMyBaHro |
CTAHARPTHOTO ROJUYHY, OTPUMAEHKX NP KINLKICHOMY BUSHAYGHH],
. NOBUHKI criBnanaTi : .
Cepenniii 06'em Big 120 #n no 122 #an ) " Binnosipse

HaNOBHEHHA

pH 45-55 5.0

Maca ogroro sininitpy 1,10+ Q.10 Bianosisae
{npu 25 °C)

KinuricHe BU3HAuEHHA 1. A. Nescgponponiaun (90,0-105,0% sijy sansnewal Kinskoct): 27,0 - 30,1 mo/5 mn

31,5 Mr/5 Mn
2. b. HaTpin MeTunnapariapokcnBensoar (80-120 % sig samsnenol 6.3 Mri5 mn
KineKkocT): 5.2 - 7.8 mi/5 mn
3. . Hatpio nponinnaparigpokcuGenaoay {B0-120 % sig sansneHol 1,0 mr/S mn
KinwkoeTi): 0,8 - 1,2 MH5 mn

Ynaroska 3tiaHo BurMor MKS - . dignoninas

Mapryeanns 3rigHo smor MiKA ) T BiAHGW‘ 3

BHCHOBKI:  Ceprudirar anaiizy No 1678 nin 19.08.2024 THUT e K
PALIITYC, cupon, 30 s¥S wmu no 120 ai y huakoni,

SOFIG-6.10/D1




RAPTOHRIN yrakosid, Ne cepii 142404734, Bapodunurso Mawseoae Gapmacviotimane Hivites, hiis
Blanosizae suyoras MKA a0 p.a. Ne UA:’G?%%O%’OI avipn Bia 04.10.20 18 Bakas Mo 1810, sminn a0
MK 812 29.07.2023 nakas Ne | :80 mmu 38 HABCACHIMM BIILLS TIOKA3HHEANM I,

e

e

Hupekrop Poman MAPKIH

Ceprupisar ananisy ne nignarac nomlomy aﬁo ‘mCTM)BOM}' Bixr aopursuo Ges nossony ,l[ﬂ ‘Lletpannia aaBoparopin 4
aHanisy sxocTi nikapeskux tacodia | MepaRot npoaykui’™

Kiiets ceprudicara anaiizy Ne 1678 pin 19.08.2024

s
- LI AP
Ton K My

SOPIG-5.40/01 Crop. 2ia 2




