OPTAHOPIK ©), rpanynu s opansHoi Cycnenaii, no 30 mr Ne 16 cepin Ne 2538101

CERTIFICATE OF ANALYSIS
CEPTWDIKAT AHAHIBY

Product name / Hazsa npoaykuii: ORGANOR!K@ / OP(“ AHOPU{O

Ne FP/26006

Pharmaceutical form: granulos for oral suspen.non
JNikapcwka dopma: rp'mynm AnAa op’mbum cycnvnau

Strength/potency / Cuna Ail/akTueHicTs: 30 mg (Mr)

Type and size of packaging. 16 sachets m cardboard pack
Bua i posmip ynakosku: no 16 caue Kamoum’;& kopofmi

Active substances: 1 sachet contam :acvcado il ’30 mq
Hirosi pevuosunn: 1 cawe MicTuTe: pauekaaoTpuny 30 mr

' Athena Drug Delivery Solut‘{&ns PVT, LTD

Manufaciurer / Bupotuuie ATeua nparnemaept Conmmm nBT ﬂTﬂ

Address:  Plot A1-A5, MIDC, Chemical Zone, /\mbcrnath (\Nosl) Maharashira, 421 501, India
Appeca:  [nor AT-AS, MIJIC, Kemikan 3oy ocpuar (B(‘CT) Maxapawnpd 421 501 luam

Registration certificate: Valid upta . License No.:
Peecrpaulifive nocsinueHHs: UA/20265/01/02 b Hivcke ao: T4:1%:028 © fliveHais Ne: o
Batch Ne / Cepin Ne: 2538101 Dale of manufacture / lata supodruitsea: C 112025

Expiry dale /Tpuaatsmi gor 10/2028

Batch size / Posmip cepi

G 875 ;3ad<s {yna

Test Acceptable criteria (at batch realize) Result
HadmeryBanHn nokasqmka Kpmepu npmmmmoc i (Ha unnycr\) Feaynurar

While to off-white granulm fillad in heat seated aluminium

Description ) - Complies
O bini ('abo wmae Gini rpanynu, posgacosari y Tepmumo 3anasHi . Bignosinae
A. To comply with the tests for Assay by HPLC:
The relention time of major peak in the chromatogram of the assay
preparation corresponds to that in the chromalogram of the standard
preparation, as obtained in assay. EEmTes
A, Binnosintuo 10 1ecty «KinekKicue gusHaderHny metoaom BEPX Bt mim;’;"
Hac yTpumysasHs OCHOBROTO Miky Ha XpPOMaTorpami BuNpoGOBYEAHOTD RlIORIAaE
: PO3UMHY  NOBUMEH  CNIBMAAATH 3 BIANOBIAHIM  MACOM  YTPUMAMHA
¢ Identification OCHOBHOrO  fliky  Ha  XPOMATOrpami  GTAHAAPTHOrO  POZuuHy  Npw
lnenTudikauin npoa@nm(m emnpoﬁyuamm \<I<mumcm» BUIHANEHHS
B.To comply with the tests 1or Assay by UV °pertrophotomctry :
- The UV spectrum of the sample preparation is similar to the UV
spectrum of the standard preparation. : Complies
B. Bignosinro Ao Tecty YO-CnektpopoTomeTpis: Bianopinae
Y®-cnektp  sunpoGosyBanore poadnmiy nobuHen cnisnagat a Yo-
cneu'rpon CTaHAANTHOID POIUMHY.
3000.0 mg (1) = 5%
; (2850.0 mJ( (nr )) 3150.0 mg (mr)) B030-2/ngkr)
¢ Los sondrym ) Not more than 5.0% 0.29%

He Binbiue Hik 5.0 %
For 10 sachets

DAVSL1=150 Copanre: 102.3%
For 30 sachets o
) AV £ 11 and no individual content of dosage unil is less than (1.2 x| R}!"""Um- 101.1%
A i 13 KA - P ¢ HiMyM,
Uniioanity of dosage unts ;)l.{(]); )181(?;3:\010 than (1 + L2 x 001 M L1 = 15.0: L2 = 25.0 i
P e ) allle A j —
ONHOPIRHICTL ADZCHRIHIAX OAVHINLL AV S L1 = 15.0 HETE R 103 3%
Ansa 30 cawe sCEpmance
1) AV s L1 i 3KOASH HAMBIAYANLHWR BIICT § AC30BARIA OAMHULE HE ¢ Vel 0 g
MeHwnm 3a (1- 1.2 x 0,01) M ra ve e Ginbiuimm 3a {1+ 1.2 x 0.01) M; Nonyarase )
L1 =150, L2= 250 JHAYErMS,
ORGANOR!K@), granules for oral suspension, 30 mg batch Ne 2‘338101 1 ofls 2

Ne 16

ENA DRUG DEL
CIN . U242300MH1985PTCO94540

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashira. INDIA
Tel. 1 0251 - 6613100 o Fax : 0251 - 6613101
H. 0. 602, 6th Floor, STAR HUB, Tower I, Sahar, International Airport Road, Andheri (E). Munjrﬂ'):ﬂi - 400099, INDIA
Tel. No : 91-22-67370700  Fax no - 91-22-67370701 = Website : www.athenadds.com
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H. O 602 6th Floor, STAR HUB. Tower 1, Sahar, International Airpor

OPFAHOPI @, rpanyny ans OpansHot cycnenaii, no 3¢ me Ne 16 (,upm N2 2538101

Average: 101%
g ] g ~

. Dissolution (Paddle, 50 rpm, 900 mi : Cepeanc:
 of 3% sodium lauryl sulphate) Not less than 75% () in 30 minutes Minimum: 7,
¢ Posuunenns (fonari, 50 of/xe, 900 He menwe wisk 75 % (Q) 3a 30 xennuu ¢ Minitays: o

RE a2 v P :
MA 3 % HaTpio naypuncynbar) S Maximum: o
 Makcuay o
i Hc‘mod qk.bsmncoc / (‘yn mmmn nowuu\u
ampunty /\ : Nol moro thell\ 0 20% ! Not detected
Hosmiukg A

He Binbuie 0.20% : He BUABIEHO

impurity G Mot more than 0.20%

P 5 0 065 Y

Aomiwka C He Ginbwe 0.20% 0.066 %
Impaurity Not more than 0.20% 0.003 %

- Mowiua £ He Ginbwe 0.20% ) *

* Impurity F Not more than 0.20% : Not detected

! ,'lormum F He Binvtue 0.2 O% He susaneno

: Each .msp(,ufxa’d unpunly Not maore than 0, ?0% 0.025 o
¢ Kowna Hecneumdiuna aomiuka He bmbme O ?O% ?
© Total impurities Nm more than 1 (.0% )
~ - ] %,
Cyma QOMIOK te Binviue 1.00% 0.094%
30.0C mgishachet

30.00 mricauwe g RIRTION
| Assay A 0.00 mrfe 7”.“ 29.99 rr)g/jhd(;hc,t
. {as Racecadotril) 28.50 to 31.50 mg/shachet : MECAE
. KinkkicHe suaHavermHa 28.50 {0 31.50 rr/caue
i {Pauexe 3 g ;
| APaueKaNoTIRIY) 95.0 % 410 105.0 % of the declared quantity 55,450

85.0 % A0 105 O % am &manenox KlﬂkaCTI

Total Amobnr MICFObIdI Coum Not more hdn 1000 CFU/(
¢ YUCNO aepobHmx ranq)oopramsnm He Ginue 1000 KVO/I

vasts and Mould Count: Not more than 100 (,FU/q

20 CFU#g (KYO/ 1)

. Microbial Limit Test

5 B . T
 MikpoBionorissa wicTora éi}({({;/l;h}lo YueNo apiswosux ta niicedesux rpudis: He Binowe 100 <10 CFUIg (KYO/ 1)
Escherichia coli should be absem intg { Absentin 1 g
Escherichia coli manTs Byty siacytris 1r Bigcythis 1
CONCLUSION / BUCHOBOK

s The tosts are pedormed in accordance with MQC of the manufacturer that approved by Mak of Ukraine.
v I the epinion of the undersigned the sample referred to above is of standard quality and is defined in the MQC.
<1 hereby ceriify that the above information is authenlic and accurate This balch of product has been manufactucet!, including packagingfabeiing
and quality contro! al the above-mentioned site in full compiiance with the GMP requirements of the local Regulatory Authonly and v vith the spocificaticn
avaitabia in registration dossicr. Production, packaging and analysis prefocols were reviewed and GMP compliance was confirmed,

v Hunpcb/sd;mu npogedesi aidneeidno dn MK aupobruka, wo samsepdxeni Haxaaoum MOJ Yrpaisu

¥ BRIOHG GUCHOBKY HIBRIENIONUCAN020, BULIEEKAIaHUIT 3PAIOK MaT CMAanJapInHi NOKBIHURY Arocmi, nepedGadeni MKSL

v Ium G 3aceiduyio, wo iasedena euwe ibopmaun ¢ Socmosipro ma mounon. Lo cepio npodyxwi Byno eupolneno {ekawva
& /uerq/'m/)r/u{lm(ﬂ' 3 KOHMPONL i NAOUTH Ha GU(L(“JQJHd‘IOH:LI GUPO(JHLMIU ()’Ilh‘iLlLU N/JOUC‘@L’HO Yy noeHit UILHOWGHOLJU‘ 3 guMzeas,

IS,
OBEHIMU . MICUEBUM DESYASIOPHUM OP2aR0K. & MAKOX gidnosioHo 00 CreyugiKawt, wo micmumscs e peecmpauilnosty focse. [Tpomokonu
GURLERLYMA, NaxyGanH Ma ananisie Oy/iu NELEENRHYMI - 6CIMAR0ENEHO BICNOeIdNICME GMP.

Person, authorizing the batch release / OcoBa, nignosinansHa 3a Bunyck cepii

Cruatified | \1\3*"'

/ Flucada Sigrature / Tidiuic

ORGANORIK®, granulas for oral suspension, 30 mg talch Ne 2538101

Ne 16 2ofia?

=

CIN . /42UMH1990PTL094 546

Plot No. A1 to A%, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA
Tel. 1 0251 - 6613100 » Fax : 0251 - 6613101

{ Road, Andheri (£), Mumbai - 400099, INDIA
Tel No. - 91-22-67370700 « Fax no © 91 9287370701 « Website - www.athenadds.com



JEPKABHA CHYKBA 3 TIKAPChKNX JACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHCBY
npon. Handt Critnvuauoi, 3. 02099, Tea. (412052685
Eomaih dlskyividddls.goves, Ko CHPHIOY 37070053

BHCHOBOK
U0 SOSETR BRERCHOTO B Y RPATHY SHKAPCHLKOO sucoly

26.05.2026 Nu 27134/26/26

OPUAHOPIK®
(AR LY PR JIERBDGREOND SA000Y 3000 L MCCCTHULTR A SRS BT}
CRAHYEL 5L opaneiol cyenersity, 110 30 me; no 16 came 5 wapronniid kopodi

oo WK Y I L DR T SR b o ten i

Honep pecetpaniinore nacsinacnng UASZ0233/01/02 erpox ail peecrpanifineeo vocnipsens 14,11, 2028
Cepia sigapeskoro sacodly No 2838 TH [SEaRicTh Bremznare dikpeskore aondy 90

Bupodinue Avvena Apar Heaipept Comomns FIBT VL Bois

PR T s PSR [0S, )

i II{\Ii'\Ii.'f!&'IHHII!SI I!lr[\i!(!llll?\'(!

Buezeno b Yepainy Topapuerso 3 odveswenon sianosiaasnicons "TOPUAFGCTR JUEA™,
ey, woa: 24377666
ARy s 0 wac s CZHTION P ined oo o e, e, 3o Gt LR aenai
QUM = [P T ST s I s QCecTpaliennl nosiep ol i S n e
HIRLERTRTIE G008 QUPIE ik OV TE0057] 58]

Nporowes risyadsiore kowrpoam win 22.04,2026 M [532/01.10-26/2,
JlaGoparopuuil ananiz swoctl nikapenkoro sacoby saificuern:

AT "Henrrpastiia Jaoparopin 3 ananity sRocti AHapenins 1eofin i Meamanor npoaykuii”
(. Kule, myn. Kyapancuia 10 m Kuin. sya. Kyapanerka 88 Kuiscwa abaacts, ¢, Hosi | ferpissi,
By, [Bana Dpanxa, 19)

CURHRICHYBRITING 1 MG TS WRTA AT O] i IPOI G0 8003 i arii s s b

[BNGHOROK HEOAO RROCTT SikapenL kot acally, suganui sadoparopice sin 26,03 2076 No (1804
PesynpTaTh Aaloparophiro aHmAl Yy HEOCTH ATKapPCLROrD FACO0Y B FEPCRIPCIEE ki 0 KM BELEOBLLI0TE
BHMOTAM METONiB XOHTHOM HKOCT] CRECH TN IO-HOPMATIHSIOT 0K ST i),

33 peayaRTATAMIY  ACPRABKOLG  KOMTPOMO  BCTAHOSZCHO. LG AKAPCHENT el mecacHo o Yipainy

JAOTPHMANITAM mMor Ja80n0A088 T wWOA0 Jalle 10e4e 1 AkDGH HEREPCRKHE '.s;ﬁcfrfzia_
Py %

B.o. wauan o Boaosnsp UEPBATHOK
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JAEPIKARHA CAVIKEA 3 BKAPCBKHX JACOLIB
TAKOHTPONIO) 3A HAPKOTUHKAMH vy m. KHCBI
npow, Haaih Ceithuanol. 3, 02099 peq, (044) 293.26-85
E-mail: diskyivigdls.pov.ua, Kon CHPTIOY 37079055

BHCHQOBOK
HPO SIKICTL RECZQIOTS B YKpaTuy diKapceLiors zuacody
26.05.2026 Ne 2713772612611
OPIrAHOPIK®

CRIRERCE YA I O ety L0y peeeT i oo s
rpanyans [ opainHel cyciensit, o 30 wery qro 16 came i gapromdil kopobui

{hOMAED BRIYCRY ., SHVY B, BIULTELCY BT 3P a i kIS0 )
Homep pecerpuutiiinoro nocninaeuna UAZ0255/01/02 erpor i pecevpaniiing o nocaignenia 14.11.2028
Cepin aitapersore macofy Me 2538101 Kinprictn nnescrore gikapenios o sacody 6492

Bupobnnx Areng Jipar Qeaisepi Comoues VIBT. JITAL L

{HEEMQUY DAT I EAPODITIR S rBpeikuest 1aen 0y, KPaTNg NOXoGERe 10 )

Brescite s Y painy Tosapuerpo 3 obremenon sitnoritaansicnio "OPMCAHOCIT T/,
wnent. won: 24377666

Cadsenyaans va koa s CSIPHOY opiananal acolu abo npiasmtie, ', 1o Garskop Pisno
QEOA = AL HEMUEAL T $HCEE NPaEHoanes T PECCTPRILTEHIME naMey oilaikonol RapTiW R
o affo epie T sove nacnopred

llpaToxon sisyansioro kowrpone nig 29.04.2026 & 2000/01,16-26/6.

33 PEIYALTATAMIL  HOPWHBHOIG  KOMTPOINO  BCTUHOBNGHE. (10 AiRapeent weld mecieno o Yepiiny

AOTPHMIMHAM GIMOT 360H0IARCTIS 110R0 SABCINCKEIIT AROCT] AR LRI Saceiife.
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NEPKABHA CJYXBA 3 JIIKAPCBKUX 3ACOLIB
TA KOHTPOJIO 3A HAPKOTHKAMMU y m. KUEBI

npos. Hanit Ceitanunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua. Koa €APTIOY 37079055

BUCHOBOK
Npo SIKICTH BBE3EHOr0 B Y kpainy JikapchbKoro 3acody

26.05.2026 Ne 27138/26/2611

OPTAHOPIK®
(HatiMenyBaMI JHKAPCLKOTO 3aCOBY 3ritHo 3 PLCCTPaUifIMM NOCBIANCHIIM)
rPauyJsH s opaisLioi cycnensii, no 30 mr; 1o 16 came B kapTomiiii kopobui
(hopma Bunyciy, JO3YRANNA, BUA RAKYBAHNS JIKAPCLKOIO 3ac00y)

Homep pecctpauiiiioro nocsiienns UA/20255/01/02 crpok aif pecerpaniiinoro nocsinnenns 14.11.2028

Cepisn nikapcukoro 3acoby Ne 2538102 KinpxicTs BBE3¢HOrO slikapenkoro sacoby 6452
BupoGunk Arena Hpar Henisepi Commowns [BT, JIT/L. lnais
(Hadimeny Baniis BUpoGHUKA JTiKApeLKoro 3aco0y, KPpatHa NOXOJKCHNS)
Baeseno B Vkpainy Tosapucreo 3 o6Menxenow signosinansuicrio "OPrAHOCIH JIT/",
inenut. kou: 24377666

(nadisenynanns Ta koa 3a CAPIIOY wpuanunoi ocoln abo npizsuuee, iM's, 1o 6arkoni Ppisuiunol
0calu - mianpucmis, i Mictie npoxHBals Ta pecerpautiingit HoMep o64ikoBeT KAPTKH NIATIHKA
nojarkis abo cepis 72 HoMep nacriopra)

IpoToxon Bisyansvuoroe konrposo sin 29.04.2026 N 2000/01.10-26/7.

3a  pesynbTatvaMM  JICPKABHOINO  KOWTPOMIO  BCTAHOBACHO, IUO Aikapceruil  3aci6  Bseseno B Ykpatny 3
AOTPHUMANHAM Bumor mkc)uouanm B4 1010 3a0e3neyenHs SKOCTi Jllkdel:KH‘( 3ac06us /
e
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OPTAHOPIK ®, rpasyny ans opansHol cycrienail, no 30 mr Ne 16

Product name / Hassa npoayxuii:

Pharmaceutical form:
Nikapcoka hopma:

Strength/potency / Cuna pfilakTuBHicTn:

Type and size of packaging:

CERTIFICATE OF ANALYSIS

CEPTU®IKAT AHANI3y V@ FP/26007

ce

pin Ne 2538102

ORGANORIK® / OPrAHOPIK®

. granules for oral suspension
| TpaKynu 4ns opansHol cycnemaii

30 mg (mr)

. 16 sachets in cardboard pack

Baa i posmip ynakosr: - no 16 cawe 6 Kaprokii kopooui

Aclive substances:
[lirout pedosnhn:

1 sachet contain: racecadotril 30 mg,
1 cawe micTuTh: pauekagorpuny 30 Mr

Athena Drug Delivery Solutions PVT, LTD.
Atena [Apar Henisepi Conowns NBT, NITA,

Manufacturer / BupoBuuk:

Address: Plot A1A5 MIDC Chemical ‘Zon'ey,‘Arﬁbé}hétﬁﬂi\/\leét): Ma.h.aréshir.a‘, 421 501, India
Anpeca: | Nnot A1-A5, MIZIC, Kemikan 3oy, AmGepHar (BecT), MaxapawTpa, 421 501, IHain
Registration certificate: i Valid upto | i License No.: |
Peecrpaljiiiie noceinuenus: UAI20256/01/02 i Diicke po: | 1112028 ¢ Tlivensis Ne: KDiaT1
Batch Ne / Cepist Ne: I 2538102 Date of manufacture / [lara BupoBHuyTea: L 11/2025

i
I

Batch size / Poamip cepii: i 6 B7S packs (ynax.) Expiry date / {lpupathui po: | 10/2028 i

Test Acceptable criteria (at batch realize) Resuilt
HaltMeHyRaHHS NoxKaskuKa Kputepii npuithaTHoCTi ( Ha sunyck) Pesynerar
Description g\(hfte to off-w!lite gra_mgles filled in heat sealed al~uminium sgchets. ) Complies
Onve - bBini ?ﬁo _maike Gini rpanynu, posdacosadi y TepmiuHo 3anasmi Binnosinac
i anomixiesi cawe.
. A. To comply with the tests for Assay by HPLC:
The retention time of major peak in the chromatogram of the assay
praparation corresponds to that in the chromatogram of the standard
. preparation, as obtained in assay. Complies
¢ A. BinnosiaHo o tecty «Kinskicke BU3HaueHHs» metvonom BEPX: Binno‘!;i,qae
: Hac yTpumyBaHHS OCHOBHOFG Miky Ha XpoMaTorpami sunpoBoBysatioro
© POSUMHY nOBMHEH CMBNEAATH 3 BIANOBIAHMM YACOM  YTPUMAaHKA
Identification - OCHOBHOrO niky Ha  Xxpomarorpami CTAHABPTHOFO  PO3YMHY  INpu
laerTUdbikaLn nposeaenHi sunpobysanHs «KinbKicHe BU3HaueHHa Y.
. B. To comply with the tests for Assay by UV spectrophotometry:
. The UV spectrum of the sample preparation is similar to the UV
spectrum of the standard preparation. Complies
¢ B. Blanosiato 40 Tecty YO-CriekTpothoToMeTpis: Binnosinae

YO-cnektp BUNPOGOBYBAHOrO DPO3UMHY NOBMHEH CcniBnagatm 3 Yo-
© CNEKTPOM CTAHAAPTHOTO POMUHY.

Average filed weight 3000.0 mg (mr) + 5%
Cepens Maca HanoBHEHHS! - (2850.0 mg (wr) — 3150.0 mg (mr)) S012.4mg (r)
Loss on drying Not more than 5.0% 0.41%
Brpara 8 mad npu BucyLLysanHi He Binbiwe Hix 5.0 % e
~ For 10 sachets Average:
AV =L =150 Cepentic: 89.7%
For 30 sachets w i
{l} AV = L1 and no individual content of dosage unit is less than (1-L.2 x m:':::;;" 97 5%
. o ™ b H
Unifon'q‘rtylofdosageun‘fts . I[Jlr?; )1r(\)llcoaruv};ore than (1 + L2 x 0.01) M; L1 = 15.0; L2 = 25.0. asiauin: )
OaHopiaHicTL A0I0BaHVX OAUHLE AV S L1 =150 Marcumym: 102.2%
- [ns 30 cawe Acceptance
1) AV £ L1 1 %oaeH iMAMBIAyaNbHWA BMICT y 4030BaHIR OAMHUL HE ¢ value: a7
. MeHwwum 3a (1- L2 x 0.01) M 7a He € Ginbtuum 3a (1 + L2 x 0.01) M; Aonycrime ’
CL1=15.0; L2 = 25.0. IHAYRHHS, :

ORGANORIK®, granules for oral suspension, 30 mg batch N2 2538102

Ne 16 1ofiz2

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA
Tel. : 0251 - 6613100 » Fax : 0251 - 6613101

H. O.: 602, 6th Floor, STAR HUB, Tower li. Sahar. International Airport Road, Andheri (E), Mumbai - 400099, INBIA.
Tel. No. 1 91-22-67370700 « Fax no : 91-22-67370701 « Website : www.athenadds.com .
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OPFAHOPIK ®, rpanynu ans opansKol cycnensii, no 30 mr Ne 16 cepla N2 2538102

Average: o
Dissolution (Paddle, 50 rpm, 900 mi Cepeane: °
of 3% sodium lauryl sulphate) Not less than 75% (Q) in 30 minutes Minimurm: o
Poaunnenns (Nlonati, 50 06/xs, 900 He mentwe Hix 75 % (Q) sa 30 xsunun Minimym: 9%
mn 3 % Hatpito naypuncynodar) Maximurm:
Related substances / CynposiaHi gomituku
lmpqrity A Not more than 0.20% o Nolde(ecled
Jlomiwka A  He 6invwe 0.20% He BuasneHo
lmpt‘lrity C ¢ Not more than 0.20% . o
WQ(ZM"IHTIKB c He Ginswe 0.20% 0055 %
Impurity £ . Not more than 0.20% kk
Rowmiwxa E He Ginbwe 0.20% 0.003 %
!mpgrity F i Not more than 0.20% Not detected
Homiwka F . He 6Ginbwe 0.20% He susisnexo
Each unspecified impurity © Not more than 0.20% B
Koxua HecneuydivHa 1oMmitiika . He 6inswe 0.20% 0.025 %
Total impurities - Not more than 1.00% 0.083 %
Cyma aomiwiox . He Binbwe 1.00% ' ’
30.00 mg/shachet
Assay 30.00 mr/cawe 29.60 mg/shachet
(as Racecadotrif) 28.50 to 31.50 mg/shachet ' urfcauie
KinbkicHe 8n3HaUeHHR 28.50 to 31.50 mricawe
(Pauexapotpuny) 95.0 % a0 105.0 % of the declared quantity 98 6%
95.0 % Ao 105.0 % 8ia 3an8neHol kinskocT o7
Total Aerobic Microbial Count: Not more than 1000 CFU/g
| ¢ BaransHe uncno aepobHux MikpoopraniaMia: He Ginswe 1000 KYO/r =G GRUgIERCD
. T Total Yeasts and Mould Count: Not more than 100 CFU/g o
: Microbial Limit Test : : -~ . ;
' Mikpobiosiorivna umcroTa ; ﬁi\lroalr;bue YKCNO ApiKAXKOBUMX Ta niceHesux rpubis: He Ginswe 100 <10 CFU/g (KYO/ 1)
Escherichia coli should be absentin 1 g Absentin1g :
. Escherichia coli maioTe OyTu BincyTHi 8 11 BiacytHis 11
CONCLUSION / BUCHOBOK

v The tests are performed in accordance with MQC of the manutacturer that approved by MoH of Ukraine.

v In the opinion of the undersigned the sample referred lo above is of slandard quality and is defined in the MQC.

v 1 hereby certify that the above information is authenlic and accurate. This hatch of product has been manufactured, including packaging/abeling
and quality control at the above-mentioned site in full compliance with the GMP requirements of the local Regulatory Authority and with the specification
available in registration dossier. Production, packaging and analysis prolocols were reviewed and GMP compliance was confirmed.

v BunpoByeanus nposedeni sidnoaiono 8o MK aupoBHuka, wo 3ameepdxeni Haxaszom MO3 Yipaiku,

v B2idH0 GUCHOBKY HUKHYENIONUCEHO20, BLLUEEKAIBHUT 3DA3IOK MAE CraHOaPMI NOKa3HUKU sixocmi, nepedBayeni MKS.

v Uum » 3aceiduyio, wo HagedeHa euwe iHpopmayis € 00CMOSIDHOK Ma IMOYHOI. Lo cepio npodykuii Gyno eupobneHo (skadanyu
NaKyBAHHAMBPKYGBHHA) M@ KOHMPONb Il AKOCMI Ha GUUE3AIHaveHiT eupoBHuYil dinbHutd nposedeHo y noewi(l eidnosidnocmi 3 sumoeam GMP.
4CMANOBNSHUMU MICHEBUM DE2YNRMOPHUM OP2aHOM, @ IMaKoX 6i0nosioHo 0o cneyudpixauyl, wo Micmumbsca & peecmpauidnomy docbe. [pomoxony
8UPOBHULIMEA, N2KYBAHHA Ma anaridia Bynu nepeenaHymi - CMAHCBAEHO gidnosidricms GMP. -

Person, authorizing the batch release / Ocofa, signosigansHa 3a aunyck cepil

Mrs. Vidya More Cualified Person i‘?p‘ Ve 28-01-2028

Name / lpiasuue Position / [locada »_v,s;'gnature / MNidnuc Date / flama

ORGANORIK®, granules for oral suspension, 30 mg batch Ne 2538102 ’ 2 0fl3 2
Ne 16

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTC0O94546

Plot No. A1 to A, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra. INDIA
Tel. - 0251 - 6613100 » Fax : 0251 - 6613101

H. O.: 802, 6th Floor, STAR HUB, Tower i, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA
Tel. No. : 91-22-67370700 » Fax no. : 91-22-67370701 « Website : www.athenadds.com
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