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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg
Hpoayxr: Annepeaii TabneTku, NOKPLITHIE MIEHOYHON 06004KOI, 5 MT

Jumen3ng Ne

Market / Poinok : Russia / Poccus

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

Cepun N 1SR Pasmep cepun 1040300 Tab

Analytical Repourt No./ . 890001777954 Date of Analysis / . 30/11/2024
AHaJuTHYECKH oTueT No llara anainsa

Date of Manufacture / . 20/09/2024 Date of Expiry / . 31/08/2027

\JdaTa npon3BoacTBa T'ogen go -
Mfg. License No. /

IIpon3BoacTBeHHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

JIT-Ne(001333)-(PI™-RU) ot 15.11.23

Analysis performed according ND No / Anaau3s nposeaen no HJI{ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page 1of 6/ Crp.1u36

Ne Test / Iloka3zaTeanb

Result / PesyabTaThl

Specification / Hopma

1 | Appearance/ Onucanue

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. / OpajnbHble
I BOSIKOBBIITYKJTbIE TabnerTky,
MIOKPBITBIE TJICHOUHOH 060JI0YKOif
6enoro mBera, ¢ OAHOH CTOPOHBI
riagKde, Ha Jpyrod  CTOpoHE
rpasupoBka «R 5». Ha nonepeunom
paspese sapo 6esoro usera.

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 ABOSIKOBBITYKJIbIE
TabNeTKH, MOKPHITHIE MIEHOUHOH OBO0NOYKOl
6enoro unu noutn OeNOro LBeTa, ¢ OAHOM
CTOPOHBI IJajJKWe, Ha JpYroil cTopoHe
rpaBupoBka «R 5». Ha nonepeuHoM paspeze
sApo OT 6e10ro 10 NouTH HeNoro 1BeTa.

2 | Identification
Levocetirizine/
HpenTndpurxanns
JleBOHETHPH3NH

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUSIM

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 ynep:kuBaHHs
OCHOBHOTO TNHKA HAa  XpOMAarorpamme
UCTIBITYEMOTO pacTBopa JONXHO
COOTBETCTBOBATh BPEMEHH  Y/Ep:KWBaHUS
OCHOBHOI'O TIHKa Ha XpOMAaTOrpaMMe pacTBopa
cTaHjapTHoro obpasua  JIEeBOLETHPH3UHA
puruapoxnopuna (pazgen «KonuvyecTBeHHOE
OTIPEICTICHUE).

Remarks : The Product confirms to ND/
Ipumeuanne: [TpogykT coorBeTcTByeT TpeboBanuam HJJ

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / [~ C)/_‘:/:L?Checked by / Approved by: Manager/Executive /
[1OAroTOBICHO; < IIpoBepeHo: 144:1 Ono6peno: Menemxep / Py;c%[iw,
Date / no~t| -QOQA Date / Roc -8y Date / go/{\’—":"ﬂ
Jlara: IaTa: JHara:
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

[TponykT: Anepeaii TaBIETKH, NOKPHITHIE MIEHOYHON 000104KOIL, 5 MT

Market / Poinok : Russia / Poccus

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

Cepus Ne - (EZIEN6S Pasmep cepumn * 1040300 Ta6

Analytical Repovrt No./ . 890001777954 Date of Analysis / . 30/11/2024
AHagnTHYECKHH oTYeT Ne JlaTa ananauza

Date of Manufacture / + 20/09/2024 Date of Expiry / . 31/08/2027

Jara npoussoactsa I'open o

Mfg. License No. /

INpoussoacTeennas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JiHuenznn No

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

Analysis performed according ND No / Ananu3s nposesen mo HJI Ne: JIT-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page2 of 6/ Crp.2 u3 6

3 | Average weight /
Cpegnsis macca

134.00 mg / 134,00 mr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 mr + 4 % (ot 127,92 10 138,58 mr)

4 | Disintegration /

6 min / 6 MuH

Not more than 15 min / He 6onee 15 Mun

Pacnapaemocthb

Dissolution / PacTBopeHue Unit-1/ Tabn.-1 96 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabn.2 98 % 0d1hydrochlor1de after 20 min. / He menee 80

% (Q) OT HOMHHAIBHOrO COJEpPKAHMUS

Unit-3 / Tabn.-3 96 % JICBOLIETUPU3HUHA AUrHIpOXIOpUAa 4epes 20
Unit-4 / Ta61.-4 9% |
Unit-5 / Ta6n.-5 91 %
Unit-6 / Tabu.-6 99 %

Related Substances / PoacTBeHHbIe npuMecH

Impurity A /I[Ipumecs A

Impurity B / [Ipumecs B

Impurity C / IIpumecs C

Not detected / He 0OHapyxeHa

0.03%/0,03%

Not detected / He o6HapyxeHa

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoxyKT COOTBETCTRYET TpeboBaHusM HJ{

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

Approved by: Manager/Executive /

= )
Prepared by / % - Checked by /
I BICHO -~ [IposepeHo: Onobpeno: Menemxkep / Pyltosormreny
OArOTO Aé@ ,&'@i’—"
Date / 201 ~O)4 | Date/ 2028y Date / 20 Al-203Yy
Jara: Jlara: Jara:
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Ipoaykr: Annepeaii Ta0AETKH, NOKPLITEIE MUIEHOYHON 0G0A0NKOIT, 5 MT

Market / Poinox : Russia / Poccus

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

Cepus Ne HESREE Paimep cepun 1040300 Tab

Analytical Repovrt No./ . 890001777954 Date of Analysis / . 30/11/2024
AHanuTHyecKnii oryer Ne Jdata ananuza

Date of Manufacture / . 29/09/2024 Date of Expiry / . 31/08/2027

Hara npoussoncrea T'oaen ao

Mfg. License No. /

IIpon3BoacTBenHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JnueH3sua No

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

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

Page3of6/Crp.3u36

Impurity D / TTpumecs D

Impurity E / ITpumecs E

Impurity F / ITpumecs F

Impurity RCT-3 / Ipumechb
RCT-3

Any individual unidentified
impurity / Jlrobas eauHUYHAs
HeuAeHTHGULPOBaHHAS
IPUMECH

Below LOQ (LOQ = 0.004 %) /
Husxe npesena KOMM4eCTBEHHOIO
onpeaenenus (ITKO = 0,004 %)

0.03% /0,03%

Below LOD (LOD = 0.014 %) /
Hwxe npenena obHapyxenus (I10 =
0,014 %)

0.10%/0,10%

Below BDL (BDL= 0.05 %) / Hixe
nopora peructpanuu (ITP =0,05 %)

Not more than 0.4 % / He 6onee 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 /
Cymma npumMecei

0.2 %/0,2 %

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

Chiral purity / XupanoHas Not

YHUCTOTA

detected / He 06HapyxeHa

S-isomer — not more than 1.5% /

S-uzomep — He 6onee 1,5 %

Remarks : The Product confirms to ND/

Ilpumeuanne: [IpoaykT cooteTcTgyeT TpeboBarusM HJJ

Conclusion : APPROVED /
3akiaouenne: OJJOBPEHO

Prepared by / ﬁ’ﬁj) I Checked by / Approved by: Manager/Executive /
Iloarorosneno: W ITposepeHo: Q@ Ono6peno: Mesemxkep / PykoBoauTens

2 —
Date / o 1-922 4 Date / Y\l Date / A oA (P
Jlara: S Jlara: 30 N2y Jara:




Qe
Dr.Reddy’s €z

CERTIFICATE OF ANALYSIS

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

CEPTUDOHUKAT AHAJIHU3A
[Product : Allerway film-coated tablets 5 mg
| Ipoayier: Annepesii TaBneTkH, NOKPLITHIE MIEHOYHON 0G0I0UKOl. 5 MI
Market / PeiHok : Russia / Poceust
Batch No. / . Batch Quantity / . 1040300 tab /
Cepusi Ne ey Pasmep cepun 1040300 Tab
A i . :
Analytlcal Repo“rt No./ . 890001777954 Date of Analysis / . 30/11/2024
HAJUTHYECKHH oTyeT No Jara anaanza
Date of Manufacture / © 29/09/2024 Date of Expiry / . 31/08/2027
Jarta npousBoacTea T'ogen no
Mifg. License No. /
IpousBoacTBeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
Junensus Ne
Analysis performed according ND No / Anaans nposeaen no HJI Ne: JITI-Ne(001333)~(PT-RU) dt. 15.11.23 /

Page4 of 6/ Ctp. 4 3 6

8 | Loss on drying / Ilorepa e | 2.7 %/2,7 % Not more than 6.0 % / He 6onee 6,0 %
Macce NPH BBICYIIHBAHHH
9 | Microbiological purity*/ MukpoGuosorudeckas yncrora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / O6b1uee uncno Menee 10 KOE/r He 6onee 10° KOE/r
a’pO6HBIX MUKPOOPTaHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10° CFU/g /
moulds count / O6uiee yuciao Menee 10 KOE/r He 6onee 10> KOE/r
JPOMOKEBBIX U MJIECHEBBIX
rpubos
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcytctBYeT B 1 T OrcytctBUEe B 1 T
10 | Uniformity of dosage units / 3.9/3,9 Acceptance value (AV) should not be more
OasOpOAHOCTD than 15.0./ TTokazatens npuemmemoctd (AV)
JO3HPOBAHUS JomxeH ObITh He 6onee 15,0.
11 | Assay / KonnuecrBeHHOe 4,96 mg /4,96 mr Between 4.75 mg and 525 mg of
onpenesieHHe levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr po 5,25 Mr neBouUEeTHpPU3UHA
JUCHIPOXJIOPHAA B TabeTke.

Remarks : The Product confirms to ND/
IIpumeuanune: [Ipoaykt COOTBETCTBYET tpeboBannam HJL

Conclusion ;: APPROVED /
3axmoyenue: OJOBPEHO

Prepared by / 2 :/ Checked by / Approved by: Manager/Executive /
IToaroroBineHo: ITposepeHo: A@ Onobpeno: MeHemxep / Pyxomw
Date / o/~ © o 4 Date / V2 Date / (ZD/”('\;:"I«\,
Hara: 8 Jara: 30 ‘ Y Jara: i
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CERTIFICATE OF ANALYSIS
CEPTUP®UKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg
Mpoayrr: Annepesii TabneTiH, MOKPLITLHIE MIEHOYHON 060I0YKOIT, 5 MI

Market / PoiHok : Russia / Poccus

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

Cepun Ne f ESHED Pasmep cepun 1040300 Tab

Analytical Repovrt No./ . 890001777954 Date of Analysis / . 30/11/2024
AHaJIuTHYECKHIi oTyeT Ne Jara ananuza

Date of Manufacture / + 20/09/2024 Date of Expiry / . 31/08/2027

MaTa npousBoacTsa ~ T'ogen go

Mfg. License No. /

IIponsBoacTBeHHaRn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JIHueH3IHA No

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

Page50of 6/ Ctp.Su3 6

12 | Packaging / Ynakoska

10 tablets in a (PVC/AV/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 Ttabierok B
6smctep us (ITA/AJ/TIBX) donbru
/ amoMuHHeBO# Qoneru. Ilo 3
6ycTepa BMECTE ¢ HHCTPYKIHei Mo
HNPHMEHEHUIO (ucTROM-

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.

/ Ilo 7 mwm 10 Tabnetok B Gauctep U3
(ITA/AJITIBX) domeru / alrOMUHHEBON
¢oneru. Ilo 1, 2 unu 3 Guucrepa BMecTe ¢
HHCTPYKLUMEH MO NPUMEHEHHIO (JHUCTKOM-
BKJIAJIBIIIIEM) B [TAUKY KAPTOHHYIO.

BKJIA[IBILIEM) B NAUKY KAPTOHHYIO.

* It is carried out by the manufacturer at releasc 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 NPOU3BOIUTENIEM MPH BHIMYCKE MEPHOTNUCCKH (C HHTEPBATIOM OIHO HcHbITanye Ha 10 cepuii wiM He menee 1 pasa B rox).

TTokazarens MOxeT GBITh He BKIIOUEH B cepTudHKar aHanm3a Gupmsl

API name / Hanmenopanme ADC: Levocetirizine dihydrochloride / JIeBoueTHpu3nHa AUTHAPOXIOPHUL

Levocetirizine / JIeBonieTHpU3uH

INN / MHH:

API manufacturer batch number / ACQHO004141
Homep cepun npouszsoautensi ADC:

FP Manufacturer API Batch number / FCQA02971

Homep cepun cyGcTaHIAH
nponssoautessn I'JID:

API Manufactured by & country /

IIpoussoautens ADC, crpaHa: Dr. Reddy's Laboratories Ltd., India /

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Iponykt cootBeTcTBYeT TpeboBaHMAM H/I 3axmouenue: ONOBPEHO

L]

D
Preparedby/ ~ D, . & <] Checked by / Approved by: Manager/Executive /
[ToarotoiieHO: %—i;;,f ITpoBepeHo: @S:L OnobpeHo: Menemxep / PykoBoau %/
Date / O~ —90 )5 |Date/ N\ 207U Date / 2 p AR
Hara: \g [ 20 Jlara: 30 Jara:




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Tpoayir: Annepsaii TabaeTki, NOKPLITHIE NIEHOYHOH 060I0UKOIL, 5 MT

Market / Poinok : Russia / Poccus

Batch No. / . C2414465 Batch Quantity / : 1040300 tab /
Cepus Ne Pasmep cepun 1040300 Tab
Analytical Report No. / . Date of Analysis /

AHanuTHYeCKHH oTYeT Ne § 8200017fS5d Jara ananusa : 30/11/2024

Date of Manufacture / . Date of Expiry /

v aiso i RoRcERd : 29/09/2024 _ |Fozen a0 : 31/08/2027

Mfg, License No. /

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

Analysis performed according ND No / Anaans nposeaen mo HJ[ Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITT-No(001333)-(PT'-RU) or 15.11.23

Page 6 of 6/ Ctp. 6 w3 6

H-p Pennu’c Jlaboparopuc Jita., Muaus

. . Survey Ned], (Formulations Technical Operations - Unit-III)
N dd S & ’
Fl?l:le;:u fal;fls;iz;t:i(t):l/zét;:tlrl(\:losif::)er / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
H GO H G, A Ee a HOME State, India (License No 59/RR/AP/97/F/R)
SR e lmou;amm P Yuactok Ne 41, (ITpousBoacTeHHOE noapasaenerue-1IT), bauynammu
R — ’ Bunnamk, bauynanmm Manpaan, Menyan Mankamkrupy JIMCTPHKT,
l'lp)(,)PBBOZ[CTBO O WEHONE Bauynannu (B), bauynannu (M), Menuan-Mankamkrupu (JI), wrat
kauecTsa/BuimycKk [JID / Tenanrana, Maaus (JInuenzus Ne 59/RR/AP/97/F/R)

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/io4eHre 0 cOOTBETCTBHU: «HacToAINM s TOATBEpXKIal0, YTO NPUBEACHHAS BhILIC HHPOPMAaLUs SBJISETCA JOCTOBEPHOM
W TOYHOM. DTa cepyst MPOMYKIINKM TPOU3Be/eHa (BKIIIoUast yakoBKY (MapKUPOBKY) H KOHTPOJb KauecTBa) Ha BhilIeyKA3aHHOM
MpPOM3BOACTBEHHON mIomaake (MIOWAAKaXx) B TMOJHOM COOTBETCTBUM C TpeboBaHusamM [IpaBun Hagnexaiei
npousBoncTBeHHOW mpaktuku (NeGMP-01887/21/IN ot 28 anpens 2021) u TpeGOBaHMSIMH KOHTPOJIS KauyecTsa
JIEKAPCTBEHHBIX CPEACTB, & TAaK)KE B COOTBETCTBUH CO CHELMGUKALUAMY, COAEPXKALIMMHCSA B PErHCTPALMOHHOM JOChE
CTpaHbl-UMIIOpTEpPA. 3amWCH TO NPOU3BOACTBY, YNMAKOBKE H AaHAIU3y NPOBEPEHBI, M YCTAHOBIEHO MX COOTBETCTBHE

TpeboBanusm [IpaBun Haanexallel Mpou3BOACTBEHHON NMPAKTHKML.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3akmouenue: OJJOBPEHO

Ilpumeyanne: [Tpoaykr coorsercTpyeT Tpebosanusam HJJ

Preparedby/ ([ _7- I:_Cs.ﬁff'f;@hecked by / Z
TToaroToeno: ~§—= IIpoBepeHo: 4;1

Approved by: Manager/Executive /

Onobpeno: Menemxkep / PykoBonuTens
NE—

Date / 20 [-Qo0) s Date / BOFHP'L@’LH Date / oA (-R>Y

Iara: Jlara: Jara:




