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Dr. REddY’S ‘.0. CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
Ilpoayxr: Annepsaii TabneTKH, HOKPHITHIE IVICHOYHOH 0BONOUKOH, 5 Mr
Market / PuiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus No R0 Pa3mep cepun 1040300 Tab
Analytical Repourt No./ - 890001788959 Date of Analysis / . 27/01/2025
AHanuTnyeckuii oTyet Ne JdaTta anann3a
Date of Manufacture / . 03/12/2024 Date of Expiry / . 30/11/2027
Jdara nponssoacTsa T'oxen no
Mfg. License No. /
IIpousBoacTBeHHAs ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JIHUEH3HA Np
Analysis performed according ND No / Auanu3 nposenen mo HJI Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page 6 of 6 / CTp. 6 m3 6

e e Dr. Reddy's Laboratories Ltd., India /
Ipoussoautenr A®C, crpana: JI-p Peqmwn’c Jlabopatopuc JIta., Uuaus

. Survey Ne41, (Formulations Technical Operations - Unit-III),
?;Tneé:l?ii l;is;iiut:i(::l/zgtlﬁ?rﬁo if:): / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / & 0 s Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
HanMeHOBAHNE. A1DEC i HOMe State, India (License No 59/RR/AP/97/F/R)

HICH3HH ILIO ,aulfn p Vuactok Ne 41, (IIpoussoacteenHoe noapazaesnenue-1I), bauynanu
— eCTE = f‘ ) Bunnamx, bauynannu Maugan, Meguan Mankamkrupu JIUCTpHKT,
ocymec muo;ueu bauynammu (B), bauynanmu (M), Menuan-Mankamkrup# (1), wrart
POM3BONCTEO/KOHTPOTE Tenanrana, Unnus (Jlunensus Ne 59/RR/AP/97/F/R)
KauecTBa/Boinyck I'JI®D /

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements (No. GMP-01887/21/IN dt. 28 April 2021) 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.

3akio4yeHue 0 COOTBETCTBHU: «HacTosmKM sl MOATBEPKIAt0, UTO IPUBEACHHAS BbIlIEe HHGOPMALHUs ABJISAETCS JOCTOBEPHOH
¥ TOUHOH. DTa cepyst NPOAYKLUH NPON3BeicHa (BKIIFOUasl YNIaKOBKY (MapKHpOBKY) U KOHTPOJIb Ka4€CTBA) Ha BBIIICYKa3aHHON
MPOM3BOACTBEHHO! Twiomaake (MIOINagKax) B TMOJHOM COOTBETCTBUH ¢ TpeboBanusMu IlpaBun Hagnexaiei
Npon3BOACTBEHHON mnpakTukd (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeOOBaHHMSMH KOHTPOJSl KauyecTBa
JIEKapCTBEHHBIX CPEJICTB, @ TAKKE B COOTBETCTBHHU CO CHElH(UKAIMSIMH, COACPKAILUMUCI B PErMCTPAllAOHHOM JOCHE
CTpaHbl-UMNOpTepa. 3alucyd IO TNPOH3BOJACTBY, YNAaKOBKE W aHaJM3y IPOBEPEHbI, M YCTAHOBIEHO HX COOTBETCTBHE
tpeboBanusm [IpaBun Hagnexauiell MPOH3BOICTBEHHO! MPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeqanne: IIpoayxr COOTBETCTBYET tpeboBanusim HJJ 3akmouenne: OJOBPEHO
2

Prepared by / 25+ | Checked by / Approved by: Manager/Executive /
Tlu,ﬁ)m-roan}t;m@ﬁf — H|_1Lmepemz,'- fﬂj\w OEEGpeHo: I}\I/ICHCIDngp/ PyKoBOOUTEND

- &’[_"‘ "/_. /_\ V"
Date / DR-p~ Qo2 5| Date/ Date / SR C) S
Jara: Jara: 20| ~2005 | Nara:
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Dr.Reddy’s ‘,'o.

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIA3A

[Product : Allerway film-coated tablets 5 mg
Mpoaykr: Annepsaii TabNeTKH, TOKPBITHIE IIEHOYHOM 060NOUKOM, 5 MT

Market / Prinox : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepus Ne e Pa3zmep cepuu * 1040300 Tab

Analytical Repourt No./ . 890001788959 Date of Analysis / . 27/01/2025
AHaJMTHYECKHIT oTueT No Jara anannza

Date of Manufacture / . 03/12/2024 Date of Expiry / . 30/11/2027

Jarta npousBoacTea ___|T'omen mo

Mfg. License No./

IlpoussoacTeenHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
JauueHsus Ne

JII-Ne(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Auasu3s nposesen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Pagelof6/Crp.1u36

Ne Test / Iloxa3areinb

Result / Pe3yabTaThi

Specification / Hopma

1 | Appearance/ Onucanne

Oval, biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / OBaJbHbIE
IBOSIKOBBIIYKJIbIE TabJIeTKH,
HOKPBITBIE TINEHOHYHOH 000IOUKOMH
fesoro 1Bera, ¢ OAHOW CTOPOHBI
rJIajkie, Ha JApyroll CTOpoHe
rpasupoBka «R 5». Ha nonepeunom
paspese spo 6eJioro 1BeTa.

Oval, biconvex, white to off-white, film-coated
tablets plain on one side and engraved with “R
5” on the other side. White to off-white core on
a cross-section. / OBaJIbHBIE IBOSIKOBBIIYKIIBIE
TabNeTKH, TMOKPBIThIE MJICHOYHON 0607104KOl
6enoro MW moutd Oeloro IBeTa, ¢ OLHOM
CTOPOHBI IJajaKHe, Ha Jpyroit cTopoHe
rpaBupoBka «R 5». Ha nonepeunom pazpese
SAPO OT 6€eJ10r0 10 MOUTH 6esIoro IBeTa.

2 | Identification
Levocetirizine/
HNnentnduxanus
JleBoneTHPH3UH

Complies as prescribed /
CootBercTBYeT TpeOOBaHHAM

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of levocetirizine
dihydrochloride reference standard solution
(section “Assay”). / BpeMms yaepkuBaHHS
OCHOBHOro MHMKa Ha  XpoMmarorpamme
MCIBITYEMOTO pacTBopa JIOIKHO
COOTBETCTBOBATH BPEMEHH  YyIep)KHBaHHs
OCHOBHOTO ITMKA Ha XpOMaTorpaMMe pacTBOpa
cranjaptHoro obpasua  JieBOLETHPH3UHA
murugpoxnopuaa (pasaen «KonuuecTBeHHOE
OIpEeAIEIEHHEY).

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykr COOTBeTch)f;}' Tpeboranusm H/J

Conclusion : APPROVED /
3akiouenue: OJJOBPEHO

Prepared by / 5 /r - gp/‘-"{‘:/ Checked by / Approved by: Manager/Executive /
ﬂonromnﬂer-;o@"{;/ o 1"'lpouepcr@ 7\}\_ Vi Onobpeno: Menemxep / PykoBoauTenb
Date / Q g',@1e2 NG Date / Date / MV(
Jlara: Hara: > _g,,_o/ ~pp2< | Hara: Sl
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Dr. REddY’S Q.O. CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
TlpoayxT: Annepssit TabieTku, NOKPBITHIE MIIEHOYHOH 060104KO#, 5 Mr

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 1040300 tab /

Cepus Ne eI Pa3mep cepum " 1040300 Tab

Analytical Repourt No./ . 890001788959 Date of Analysis / . 27/01/2025
AHaganTHyeckH# oTueT Ne Jdata ananusa

Date of Manufacture / . 03/12/2024 Date of Expiry / . 30/11/2027

JaTa npousBogcTea T'open o

Mfg. License No. /

IIpoussoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-N(001333)-(PI'-RU)
JHueH3un Ne

Analysis performed according ND No / Ananu3s nposeaen no HJI[ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page2 of 6 / C1p. 2 u3 6

Cpennsas macca

3 | Average weight / 133.62 mg / 133,62 mr

133.25 mg + 4% (between 127.92 and 138.58
mg) /
133,25 mr+ 4 % (ot 127,92 5o 138,58 mr)

Impurity B / Ilpamecs B 0.01%/0,01%

Huxe npeaena KOJIHYECTBEHHOTO
onpeaenenus (TTKO = 0,020 %)

Impurity C / Tlpumecs C Not detected / He obHapyxeHa

4 | Disintegration / 5 min/ 5 mMuH Not more than 15 min / He 6onee 15 mun
Pacnagaemoctnb
5 | Dissolution / Pacreopenue Unit-1/ Tabn.-1 98 % NLT 80% (Q) of label claim of levocetirizine
Tnii2 / Tabn.2 100 % 0d1hydrochlor1de after 20 min. / He menee 80
Yo (Q) OT HOMHHANBHOTO COAEPIKAHUS
Unit-3 / Tabn.-3 97 % JIEBOLIETUPU3UHA AUrHApoxnopuna depes 20
Unit-4 / Tab71.-4 %% |
Unit-5 / Taba.-5 97 %
Unit-6 / Tabn.-6 96 %
6 | Related Substances / PoacTBeHHbIe IPHMeECH
Impurity A / Ilpumecs A Below LOQ (LOQ =0.020 %)/ |Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6osiee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusm HJ{

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

)
Prepared by / Pp 5}_Q_C*i"" Checked by /
[ToaroroBneHg L

- Hpomperx@ /

Approved by: Manager/Executive /
OnobpeHo: MeHemKeg / PyxoBoguTenn

Date / PReI-9025 Date /

Jlara: Jara: 2%~0(~002 5

Date / Qg o Sony
Hara:
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CERTIFICATE OF ANALYSIS

CEPTH®HUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

lpoayxT: Annepssif TabieTKH, TIOKPBITEIE MIIEHOYHO 060JI0YKOM, 5 Mr

Market / Poinok : Russia / Poccus

Batch No. / ] Batch Quantity / . 1040300 tab /

Cepus N g e Pazmep cepun " 1040300 Tab

Analytical Repo“rt No./ . 890001788959 ]_)ate of Analysis / . 27/01/2025
Ananntnyecknii oryer Ne Mara anannza

Date of Manufacture / . 03/12/2024 Date of Expiry / . 30/11/2027

JaTa npoussoncTea Topen xo

Mfg. License No. /

IlponsBoacTBeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JHIeH3ua Ne

Analysis performed according ND No / Anasus nposeaen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

JIIT-Ne(001333)-(PT-RU) ot 15.11.23

Page3of 6/Crp.3u36

Impurity D / I[Tpumecs D

Impurity E / [Ipumecs E

Impurity F / ITpumecs F Not

Impurity RCT-3 / TIpumecs
RCT-3

Any individual unidentified
impurity / Jliobast equHUuYHAas
HeuJCHTH(DUIIUPOBAHHAS
npUMech

Below

Below LOQ (LOQ = 0.004 %) /
Huxe npenena KonuyecTBEHHOTO
onpenenenus (ITKO = 0,004 %)

nopora perucrpauuy (I[P =0,05 %)

Not more than 0.4 % / He 6oxee 0,4 %

0.03% /0,03%

detected / He obHapyxeHa

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.4 % / He 6onee 0,4 %

0.10%/ 0,10%

Not more than 0.30 % / He 6o1ee 0,30 %

BDL (BDL= 0.05 %) / Huxe

Not more than 0.2 % / He 6onee 0,2 %

Total impurities /
Cymma npumeceit

0.1 %/0,1 %

Not more than 1.5 % / He 6onee 1,5 %

Remarks : The Product confirms to ND/

Ilpumeuanne: [IponykT coorsercTayer TpeboBaHusM HJT

Conclusion : APPROVED /
3akiawouenue: OJOBPEHO

Prepared by / Checked by / = Approved by: Manager/Executive /
IloarorosneHo: IIpoBepeno: (f 0N~/ Onobpeno: Menemxkep / PykoBoaureins
Date / 0R-e)-9225 Date / — Date / % -1 ~
Jlara: 22 Hara: D& —ml~200= | Hata: A
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Dr. Reddy’s Q«'-‘ CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
IpoaykT: AniepBai TabNeTKH, MOKPHITHIE MJIEHOYHOH 0600UKOH, 5 MT
Market / PeiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne g S 000 Pasmep cepuu * 1040300 Tab
Analytical Repovrt No./ . 890001788959 Date of Analysis / . 27/01/2025
AHanuTnuecknii oTyet No Jara anaauza
Date of Manufacture / . 03/12/2024 Date of Expiry / . 30/11/2027
Jara npon3Boacraa Togen no
Mfg. License No. /
IpoussoacTeeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)
JuneH3nsa Ne
Analysis performed according ND No / Auasns nposeaen no HJ Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /

m-N.’(001333)-(Pr-RU) ot 15.11.23

Paged4of 6/ Cip.4u36

7 | Chiral purity / XupaabHas Not detected / He 06HapyxeHa S-isomer — not more than 1.5% /
amerora S-uzomep — He Honee 1,5 %

8 | Loss on drying / IloTeps B 2.3%/2,3% Not more than 6.0 % / He 6oiee 6,0 %
Macce NPH BbICYIIMBAHMH

9 | Microbiological purity*/ MukpoounoJjorudeckas 4ucTora®

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Ob61mee yucno Menee 10 KOE/r He 6onee 10° KOE/r
a9pOoOHBIX MUKPOOPraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10° CFU/g /
moulds count / Ob1ee urcio Menee 10 KOE/r He 6onee 10? KOE/r
JPOMXOKEBBIX U IIECHEBBIX
rprooOB
c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OtcyTcTBYeT B 1 T OtcyrctBue B 1 1
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OpHOPOAHOCTH 25/25 than 15.0./ ITokazarens npuemieMocta (AV)
JN03NPOBAHHUA T nomxer 6bITh He 6onee 15,0.
11 | Assay / KonuuecTBeHHOE Between 4.75 mg and 525 mg of
onpeaelcHne 4.90 mg/ 4,90 mr levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr po 5,25 Mr neBOLETHUPHU3UHA
JUIACHIPOXJIOpH/IA B TabneTke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: Ipoaykr coorBercTByeT TpedoBanusM HJ| 3aknouyenne: OAOBPEHO
)
Prepared by / > X2 7| Checkedby/ Approved by: Manager/Executive /
Moarorosneny: 3: e o I porsepel-u@“}\ . Onobpeno: Menemxep / PykoBogurens
" - — Pt
Date / 2ROl ~Q o2 5| Date / Date /
Iara: Jata: 220l ~29p2%5 | Hara: =8 01 AN




Qe
Dr.Reddy’s ‘,.o.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg
Hpoaykr: AmepBsit TabaeTKH, MOKPHITHIE MIIEHOUHOM 060J104KOM, 5 MT

Market / Poinok :+ Russia / Poccusn

Batch No. / . Batch Quantity / . 1040300 tab /

Cepns Ne g S00T00 Pasmep cepn * 1040300 Ta6

Analytical Repovrt No./ . 890001788959 Date of Analysis / . 27/01/2025
AHaJnTHYeCKHIT oTyeT Ne JlaTa anaamnza

Date of Manufacture / . 03/12/2024 Date of Expiry / . 30/11/2027

Jara nponssoacTBa T'open go

Mfg. License No. /

IpoussoacTeeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JuueHzns Ne

JITI-Ne(001333)-(PI'-RU) ot 15.1

1.23

Analysis performed according ND No / Anasms nposeaen mo HJ Ne: JII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

PageSof 6/ Crp.Smu36

12 | Packaging / Ynakoeka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / [To 10 tabnetok B
6micrep u3 ([TIA/AJ/IIBX) ¢onbru
/  amomuHueBod ¢oneru. Ilo 3
6ycTepa BMECTE ¢ HHCTPYKIHEH 1o
[IPUMEHEHHIO (ucTKOM-
BKJIAZBILIEM) B 4Ky KAPTOHHYIO.

7 or 10tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 unu 10 Tabnerok B Oaucrep u3
(ITA/AJITIBX) domerd / amrOMHHHEBOH
doneru. Ilo 1, 2 nmm 3 6nucTepa BMecTe ¢
MHCTPYKUMEH IO NPHUMEHEHHIO (JIMCTKOM-
BKJIQJBIIIEM) B IAYKY KapPTOHHYIO.

The indicator may not be included in

the firm's certificate of analysis.

* It is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at least 1 time per year).

* [TpOBOANTCS MPOM3BOUTENEM TP BHITYCKE IEPHOIUYECKH (C MHTEPBAIOM OIHO UCMbITanue Ha 10 cepwii niu He meHee 1 pasa B ron).

ITokazarens MOxeT OBITH HE BKIIHOUE

H B CepTUQUKAT aHau3a GupMsl

API name / HaumenoBanue

ADC:

Levocetirizine dihydrochloride / JleBoneTupusuHa JUTHAPOXIOPU

Levocetirizine / JleBoueTHpHU3UH

Homep cepun cyOcTaHIIHA
npoussoautess I'JID:

FP Manufacturer API Batch number /

INN/MHH:
API manufacturer batch number / ACRHO000808
Homep cepun nponssoguresss ADC:

FCRA00804

Remarks : The Product confirms to ND/
Ipumeuanwne: [Tpoayxr COOTBCT?TB;}:/T TpeboBanusm HJJ

f o e

Conclusion : APPROVED /
Baknwouenne: OJOBPEHO

Moarorosne H@:’}ﬁ/ ;

Prepared by / (:,._)/:g;;,,&://(’/ Checked by /

[Tpo Bcper-t({ljr‘)\ /\ﬁ

Approved by: Manager/Executive /
Onobpeno: Menemwiep / Pykopoauress

Date / Qg,_o’k

Jara:

Qo p | Date/
Jara: 284 ~6|~26025

Date /

JHata: -0 A
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Dr.Red dy’s ‘,O. CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
ITpoayxr: Annepsaii Tabneri, MOKPBITLIE MIEHOYHO 0B0OA0YKOI, 5 MT
Market / Poinox : Russia / Poccus
Batch No. / Batch Quantity / 1040300 tab /
: C25 3 :
Cepusa Ne oD Pasmep cepun " 1040300 Tab
Analytical Report No. / ] Date of Analysis /
AHajsnTHYecknii oryet Ne f SSOUOLISE0D JaTa ananuza 8 ill0Ni2025
Date of Manufacture / . Date of Expiry /
P ——— : 03/12/2024 Toretinn 1 30/11/2027
Mfg. License No. /
IIponsBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JiHIeH3Hs Ne
Analysis performed according ND No / Anaans nposenen mo HJI No: JII-Ne(001333)-(PIr-RU) dt. 15.11.23 /
JIT-Ne(001333)-(PT-RU) or 15.11.23

Page 6 of 6/ Ctp. 6 3 6

API Manufactured by & country / . .
Dr. Reddy's Laboratories Ltd., India /
IT : : a )
porssoauTeah ADC, crpana H-p Penan’c JlaGoparopue Jltn., Muaus
Survey Ne41, (Formulations Technical Operations - Unit-III),

g;l:lne;;l:g l:;sls;ii;t:li(t):l/z?j‘;z]tlrﬁos:?: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,

Release site / Bachupally (V), Bachupglly (M), Medchal-Malkajgiri (Distr.), Telangana

HanMeHoBaHRe, a1pec H HOMep State, India (License No 59/RR/AP/97/F/R)

i —— rmou;amm Yuacrok Ne 41, (IIpousBozcTeennoe noapasaenenune-IIl), bauynasu

oeymecTsAROMEn ’ Bunnamx, badynannmu Manpan, Meayan Mankamkrupu JIMCTpHKT,

HOMEBONCIBD/iEGHTOME Bauynaum (B), Bauynannu (M), Menuan-Mankamkrups (JI), mwrat
Tenanrana, Meana (JInnexsus Ne 59/RR/AP/97/F/R)

KkavecTBa/Bhinyck ['JI® /

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements (No. GMP-01887/21/IN dt. 28 April 2021) 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.

3aK/OYeHHE O COOTBETCTBUH: «HaCTOALIMM 5 MOATBEPXAI0, YTO NPUBECHHAs Bhle HH(OPMANKS ABIAETCA 10CTOBEPHOI
M TOYHO#. DTa cepHs NpoAyKLUUH [pou3BeeHa (BKIOUast yrakoBKY (MapKHPOBKY) H KOHTPOJIb KA4€CTBA) HA BBIIIEYKAa3aHHOH
NPOM3BOACTBEHHOH IUIOaake (IUIOLIAAKaX) B MOJHOM COOTBETCTBHM C TpeboBaHusiMH IlpaBun  Hajexalnen
npou3BoAcTBeHHOH mpakthku (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeOGOBaHUSIMH KOHTPOJIL KadecTBa
NIEKapCTBEHHBIX CPEACTB, a TAKKe€ B COOTBETCTBHM CO CHEUHMOHKAUMAMH, COACPKAIMUMHCS B PErHCTPAIIMOHHOM OOChE
CTpaHbl-UMIOpTEpPa. 3amucH TO NPOHU3BOJACTBY, YNAKOBKE W aHaJM3y MNpPOBEPEHBI, U YCTAaHOBIEHO WX COOTBETCTBHE

TpCGOBaHI/IHM HpaBI/IJ'I Hagaexauien HpOHSBOﬂCTBCHHOﬁ MPpaKTUKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJL 3akmouenue: OJOBPEHO

)
Prepared by / “~| Checked by / Approved by: Manager/Executive /
IoarotoBneno: W [Iposepent /H?)\\,\_p Onobpeno: Menemxep / PykoBonutenb
Date / Dol 2025 Date / Date / oy o™
Iata: ‘ Jata: 28~0(~082% | Hara: ==




