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Dr.Reddy’s €z

CERTIFICATE OF ANALYSIS

CEPTU®HUKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg
Mponyscr: Annepsaii TabneTku, HOKPBIThIE TUIEHOYHOH 060N0UKOH, 5 MT

Market / Peinok : Russia / Poccust

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

Cepusn Ne sl Pasmep cepun " 1040300 Tab

Analytical Repo:‘t No./ . 890001815659 Date of Analysis / . 11/06/2025

Anaantnyeckuii oruer Ne Jdata ananuza

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

JlaTa npon3BoACTBa Toaen a0 B |
Mfg. License No. /

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

anueH3ns Ne

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

Analysis performed according ND No / Ananus nposegen no HJI Ne: JITI-Ne(001333)-(Pr-RU) dt. 15.11.23 /

Pagel1of6/Ctp.1u36

Ne Test / Iloxa3zarein

Result / PezyabTaTnl

Specification / Hopma

1 | Appearance / Ouucanme

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. / OBaIbHbIE
JIBOSIKOBBIITYKJIBIE TabeTKH,
MOKPBIThIE MIEHOYHOH 06050uKOolH
6enoro 1mBera, ¢ OAHOU CTOPOHBI
rmajKue, Ha JpYrod CTOpPOHE
rpaBupoBka «R 5». Ha nonepeuHom
paspese sapo 6esoro nBera.

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. / OBaNbHbIE JBOSIKOBBITYKJIbIE
TabNeTKy, NMOKPHIThIE TLIEHOYHOH 0605104KOoi
fenoro unm mouTH OENOro lBETa, ¢ OMHOH
CTOpOHBI IJaiKHe, Ha Jpyroii cropoHe
rpaBupoBka «R 5». Ha monepeunom paspese
sipo oT 6eJ1oro 0 MovTy 6eIoro IBeTAa.

2 | Identification
Levocetirizine/
Npesrudukanun
JleBoneTUpU3IHH

Complies as prescribed /
CooOTBeTCTBYET TPeOOBAHUAM

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”). / Bpemst ymepxuBaHuS
OCHOBHOTO THKa Ha  XpoMmaTorpamme
HCTIBITYEMOTO pacTBopa JIOTDKHO
COOTBETCTBOBATb BPEMEHH  YACpPXUBAHUS
OCHOBHOTO NMHKa Ha XpOMAaTorpaMMe pacTBopa
CTaHJapTHOro obpa3na JICBOLETHPH3MHA
muruapoxaopuaa (pazgen «KoauHecTBEHHOE
OTIpeICTICHHE).

Remarks : The Product confirms to ND/
IIpumeuanue: [IpogykT cooTBeTcTBYeT TpebopaHusM HJI

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / X -C. Checked by / ~ ~ />Approved by: Manager/Executive / o
IMoarotosneHo: \L‘ﬁ\/\o\/w\ g‘ \ I'[pmaepcno@%’Ouo@eﬂo: Menezokep / PyKOBOATEE)"/
(Laﬁi'/"
Date / - LY Date / > | Date / —
Jara: e~ WK Hara: 12 ©0€-2925 Hata: \3,(06("‘/0%




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
lTponaykT: Annepsaii Tabnerkil, TOKPHITHIE IIEHOYHOM 0BOIOUKOI, 5 MI

Market / PoiHok : Russia / Poccust

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

Cepust Ne P €2505952 Pazmep cepun 1040300 Ta6

Analytical Repo“rt No./ . 890001815659 Date of Analysis / . 11/06/2025

AHaauTHYeCKHI 0TUeT No JlaTa ananu3a

Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

[ata npon3soacTea _|T'omen go

Mfg. License No. / -
ITponsBoacreenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

JTHpensus Ne

Analysis performed according ND No / Anaan3s nposeaen no HJI Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JIN-Ne(001333)-(PT-RU) or 15.11.23

Page20f6/Crp.2 u36

133.25 mg + 4% (between 127.92 and 138.58

3 | Average weight / 134.98 mg/ 134,98 mr
Cpennss maceca mg) /
133,25 mr + 4 % (ot 127,92 no 138,58 mr)
4 | Disintegration / S min/ 5 Mun Not more than 15 min / He 6onee 15 mun
Pacnagaemocthb
5 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1 94 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabn.2 939 0dlhydrochlorlde after 20 min. / He menee 80
Yo (Q) OT HOMHHAJBHOIO COAEpKAHHS
Unit-3 / Tabn.-3 97 % NEBOLIETHPH3HHA JUrHApoxJiopuaa uepes 20
Unit-4 / Tab1.-4 9%6% |
Unit-5 / Tabn.-5 87 %
Unit-6 / Tabn.-6 94 %
6 | Related Substances / PogcTBeHHbIE TPHMECH

Impurity A / Ipumecs A

Impurity B / IIpumecs B

Impurity C / Ilpumecs C

Not detected / He 0OHapyxeHa

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

Below LOQ (LOQ =0.008%) /
Huxe mpenena KOJHUYECTBEHHOTO
onpeaenerus (ITKO = 0,008 %)

Not detected / He oOHapyxeHa

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

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

|

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykTt coorBeTcTBYET TpeboBanusM HJT

3axmouyenue: OJJOBPEHO

Prepared by / . Checked by / O Y?Approved by: Manager/Executive/ )
Toarorosneno: \& Wf‘ ) HpOBepGHW Onobpeno: Menemxep / l’_\-‘lcosnxj_'lll?:Jlg!-
Date / \l—oé WLS Date / ) 2-€~002<| Date/ ’\ Voot
ara: “ Jara: e Jara: YO 06
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHPHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Mpoaywr: Anntepssii TabneTkn, NOKPLITEIC IEHOYHOM 060NOUKOIL, 5 Mr

Market / Poinok

: Russia / Poccus

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

Cepus Ne = €2305952 Pa3sep cepun * 1040300 Tab

Analytical Repo“rt No./ + 890001815659 ]?ate of Analysis / . 11/06/2025
AHaauTuyecknii oTyer Ne Jara ananuza

Da'te of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

JlaTa npousBoacTBa Topen g0

Mfg. License No. / B
ITponssoacrBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JiHuensia Ne

JITI-No(001333)~(PT-RU) ot 15.11.23

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

Page3of 6/Cip.3u36

Impurity D / ITpumecs D

Impurity E / [Tpumecs E

Impurity F / [Tpumecs F

Impurity RCT-3 / Ipumecs
RCT-3

Any individual unidentified
impurity / Jlio6ast equHu4Has
HeuaeHTUuHULHUpOBaHHAS
pUMech

0.01%/0,01%

0.03%/0,03%

Below LOQ (LOQ =0.047%) /
Hwxe mnpepena KOTHYECTBEHHOrO
onpeaenenus (ITKO = 0,047 %)

0.04% / 0,04%

Below BDL (BDL= 0.05 %) / Hixe
nopora perucrpauuu (IIP =0,05 %)

Not more than 0.4 % / He Gonee 0,4 %

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

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

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

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

Total impurities /
CyMmMa npumecei

0.1 %/0,1 %

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

Chiral purity / XupanbHas
YHCTOTA

Not detected / He o6HapykeHa

S-isomer — not more than 1.5%/

S-uzomep — He 6onee 1,5 %

Remarks : The Product confirms to ND/
IIpumeuanne: [TponyxT coorBeTcTBYET TpeboBanusm HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

7

Prepared by / _ o . | Checked by/ o Approved by: Manager/Executive / ;
[Noarorosnexo: \L@W\"M S v | [Tpoeepeno: / J_,ﬂ Onobpeno: Menemiep / P_VKOBOHHJ&E&{ :
5K
Date / 2L Date / 1 2 202 Date / —
Iara: -ofar Jlara: 2 22. TaTa: 1206~ YO
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Dr.Reddy’s Q_.
CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AHAJTU3A

Product : Allerway film-coated tablets 5 mg
HOpoaykr: Antepeait TabaeTkn, MOKPHITHIE MIEHOYHOM 0B0NOUKOIT, 5 Mr

Market / PpiHok : Russia / Poccus

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

Cepusn Ne E (62005500 Pasmep cepiin " 1040300 Tab

Analytical Repovrt No./ . 890001815659 Date of Analysis / . 11/06/2025

AHajanTuyecknii oryer No Jata ananansza |
Date of Manufacture / - 28/04/2025 Date of Expiry / . 31/03/2028

Jlara nponsBoacTsa TI'ogen a0 -

Mfg. License No. / |
Ipoussoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PT-RU)

JHueH3us No

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

Page40of 6/ Crp.4u36
8 | Loss on drying / [loTeps B 21%/2,1% Not more than 6.0 % / He 6onee 6,0 %
Macce NpH BbICYIITHBAHHH

9 | Microbiological purity*/ MuxpoGuoJioradyeckas uncrora*

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /

Count / O6iuee gwucio Menee 10 KOE/r He 6onee 10° KOE/r

a3pOoOHBIX MHKPOOPTaHHU3MOB

b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10> CFU/g /

moulds count / O6uiee uncno Menee 10 KOE/r He 60nee 10> KOE/r

JIPOXIKEBBIX U TIECHEBBIX

rpuboB

¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OtcytctByeT B 1 T OrcyrctBue B 1 T

Acceptance value (AV) should not be more
than 15.0./ [lokazarens npreMneMoctn (AV)
nokeH Ob1Th He 6onee 15,0.

10 | Uniformity of dosage units /
OnHOpOaHOCTH 21721
A03HPOBAHMS o

11 | Assay / KoangecTtBeHHOe Between 475 mg and 525 mg of
onpegeaeHne 4.88 mg /4,88 mr levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr mo 5,25 Mr neBoleTHpH3HMHA
JUTHAPOXJIOpUAA B TabneTKe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [TpoaykT cooTBeTcTBYeT TpeboBanusm HJJ 3akawuenue: OJJOBPEHO
Prepared by / R R\/\M‘g A Checked by / O, - (_PPApproved by: Manager/Executive /
[MoaroroBnexo: [Tposepen E = —"| Ono6peno: Menekep / Pvmaorum.;ph
Date / Date / ’ Date /

- &- U< -O€- ,
Jara: w-cé Jara: /12 2925 Jlata: 1906 %%
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CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg
(M poaykr: Aninepesii TaGaeTkH, NOKPLITHIE MIEHOYHOH 000N0UKOI, 5 Mr

Market / Poinok : Russia / Poccus

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

Cepusi Ne FC280505% Pasmep cepun * 1040300 tab

Analytical Repourt No./ . 890001815659 Date of Analysis / . 11/06/2025
AHaanTtHyeckuii otuer Ne Mata ananusa B
Da‘te of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028

Jdata npou3soacTsa I'open go

Mfg. License No. /

IponssoacTeennasn : 59/RR/AP/9T/F/IR MA number: / Homep PY : JII-Ne(001333)-(PT'-RU)
nuuersusa Ne

|JIT-Ne(001333)-(PT-RU) or 15.11.23

Analysis performed according ND No / Ananu3 nposeaes no HJ{ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

PageSof 6/ Cip.5u36

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / [To 10 TtabGnerok B
6muctep u3 (ITA/AJI/TIBX) donsru
[ amomuHueBol ¢oneru. Ilo 3
6yicTepa BMecTe ¢ MHCTpYKIHEH 1o
pPUMEHEHUIO (cTKOM-
BKJIZBILIEM) B AYKy KAPTOHHYIO.

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

/ Tlo 7 umm 10 Tabnerox B 6auctep u3
(ITA/AJI/TIBX) ¢onery / amoMHHHEBOM
doneru. Mo 1, 2 wm 3 Gnucrepa Bmecrte
UHCTPYKUMEH IO NPUMEHEHHIO (JIUCTKOM-
BKJIaJIbIILIEM) B MAYKY KAPTOHHYIO.

* 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).

The indicator may not be included in the firm's certificate of analysis.

* [TpoBOAUTCS TIPOU3BOAMTENIEM MPH BBITYCKE NEPHOIUUECKH (C MHTEPBAIIOM OJHO HcnbiTaHue Ha 10 cepuit win He Menee | pasa B ron).

IMokazatens MOKET OBITH He BKJTIOYEH B cepTH(MKar aHanusa Gupmsl

API name / HanmenoBanne ADPC:

Levocetirizine dihydrochloride / JleBoneTnpusuHa qurapoxaopua

INN / MHH:

Levocetirizine / JleBoueTHpu3nH

API manufacturer batch number /
Homep cepun npouspogutenss ADC:

ACSHO000136

FP Manufacturer API Batch number /
Homep cepun cyOcTaHIIHH
npoussoauTesis I'JIMD:

FCSA00190

API Manufactured by & country /
Ipoussogutenn ADPC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c JlJabopatopuc JIta., Uanus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanue: IIpoaykT cooTBeTcTBYeT TpeboBanusm HJJ 3akmouenue: OJOBPEHO

Prepared by / . «/ —e. Approved by: Manager/Executive / y p

[ToAroToBIEHO: (& ®vownr §ey Onobpeno: Menemxkep / PykosoanTelis \t /
.'.-'éif_—”( \

Date / Date / _ 9% Date / —

Tlara: \NERT ST Tlata 12-06-202-5 Tara: 206 —7p2X




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
poayxr: Amtepsait TaGNETKH, MOKPHITEIE NIIEHOYHOH 060JI0UKOH, 5 MP
Market / PoIHOK : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepust Mo e Pazmep cepun * 1040300 ta6
Analytical Repourt No./ . 890001815659 Datc of Analysis / . 11/06/2025
AHanHTHYECKHH oTyeT No e JlaTa anann3a -
Date of Manufacture / . 28/04/2025 Date of Expiry / . 31/03/2028
Jata npon3BOACTBA Toxen Ao - -
Mfg. License No. / |
IIpousBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JnueH3nsa Ne
Analysis performed according ND No / Anasnus nposeaen no HJ Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) or 15.11.23

Page 6of 6/ Ctp. 6 3 6

Name. address. authorization No for Surve}{ Ne41, (Formulations Technical Operations - Unit-III),
FP mi;nu fac tu;ing site / Control site / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site/ Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
Hanmenosanue, anpec o HOMED State, India (License No 59/RR/AP/97/F/R)
rapeey nnou}amm Vuactok Ne 41, (IIponsoncteenHoe nonpasaenenue-II), bauynannu
ocymecTsomeil ) Bunnamxk, bauynannu Maungan, Menuan Mankamkrupu JIMCTpHKT,
P OH3BOICTBO/KORTDONL bauynannu (B), Bauynanmu (M), Men4ai-Mankamkrapu (II), wrar

P A P Tenanrana, Unans (JInuersus Ne 59/RR/AP/97/F/R)
kadecTBa/Boimyck ['JID / J

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.

3akioyeHe 0 cooTBeTCTBUM: «HacTosuM s MOATBEPXK/at0, UTO MPUBeNeHHas Bhiille MHOOPMANUs SBISETCS AOCTOBEPHOH
¥ TOUHOH. DTa cepHst NPOAYKIUH Mpou3BeneHa (BKTIOYas YIaKOBKY (MapKUPOBKY) ¥ KOHTPOJE KauecTBa) Ha BhillleyKa3aHHOU
MPOM3BOJACTBEHHOW TMomagke (IJIOWAAKaXx) B MOJHOM COOTBETCTBUM ¢ TpeboBanusMu [IpaBun Haanexauiei
npou3BoAcTBeHHON mnpakTuku (NeGMP-01887/21/IN ot 28 anmpens 2021) u TpeboBaHMSIMH KOHTpPOJS KayecTBa
JIEKAPCTBEHHBIX CPEACTB, & TAKKE B COOTBETCTBHU CO CHENU(PUKAIMAMH, COIOCPKALIMMHCA B PETHCTPALIUOHHOM JOCBE
CTpaHbl-UMIOpTEpa. 3amucH MO TPOW3BOACTBY, YMAKOBKE M aHANU3Y MPOBEPEHBI, U YCTAHOBIEHO HX COOTBETCTBHE
TpeboBauusm [IpaBun Haexarel MPOU3BOACTBEHHOM MPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: IIponykt cooTBeTcTBYET TpeboBanusM HJ 3axmouenne: OJOBPEHO
Prepared by / ) . i Checked by / /| Approved by: Manager/Executive / ./
[ToarorosneHo: \L‘m"""‘ gﬂ [posepend;, 7 /‘ffi{f/ Onobpeno: Menemxep / P)’](GBOHI!T&;HL? _g”
ol LA

Date / Date / Date /

\ s -0 2.5 —
Jlara: Lot Jara: 120622 Jara: R




