Dr.Reddy’s ‘_‘:‘0

Dr. Reddy's Laboratories Lid.
Formulaticn Unit-6

Viil. Khol, Nalagarh Road, Badcij,
Ristt. Solan, H.P, 173 205, IND1A
Tel 1 +91 98166 56001-02
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 10f 10/ Ctp. 1 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
\HpoayxT: Moykaun®, Ta0ieTKH, NOKPBIThIE IJIEHOYHO 060104KO0#, 400 Mr + 325 Mr

Market/ Puinox :Russia / Poccus

Batch No / . Batch Quantity / ~800000.0 tab /
Cepus Ne & V2402365 O6bem cepun " 800000.0 Tab
Analytical Repo:’t No/ - 040002736339 Date of Analysis / . 98 11.2024
AHajuTHYecKHii oTdeT No JlaTa aHaym3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
Jara mpon3BoAcTBa Togen g0

Mfg. License No. / MA number: /

IIponzsoacTBeHHas1 : MNB/05/263 ' : JIII-Ne(003654)-(PI'-RU)

Homep PY
Junen3ug Ne

Analysis performed according ND: / Ananus nposegen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

Ne |Test/ Iloxazareanb

Results/ Pe3yabTaThl

Specification / Hopma

Appearance /
1 |Onucanne

Orange film-coated, capsule-shaped,
one-side scored tablets; white core at
the cross-section. / Tabnetku
KarncynoBUHON QOPMBI, TOKPHITEIE
TUICHOYHOM 000JI04KOH OpaHxeBOro
1IBETa, C PUCKOH Ha OHOH CTOPOHE;
Ha MOTIEPEYHOM pa3pese — AApo
Genoro usera.

Orange film-coated, capsule-shaped, one-side
scored tablets; white or off-white core at the
cross-section. / TabneTku KancyaoBUIHOH
(OpPMEI, TOKPBIThIE MIEHOYHOH 000104K0H
OpAaH>XXEBOTO 11BETa, C PUCKOH HA OJHOM CTOPOHE;
Ha TNonepevyHoM paspese — aapo Oenoro unu
noyTH 6eyoro uBera.

Remarks : The Product conforms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusam HJL

Opinion : APPROVED
3akawuenue: OJOBPEHO

Prepared by /

Checked by /

[Toarorosneno: Pardeep Kumar | IIposepeno: Pawan Kumar

0 i

Approved by: Manager/Executive
/Ono6peno: Menemxep /

PykoBoauresns , Amit Kumar
{ N \;./

Reprint Date:
Jara: 28.11.2024

Reprint Date:
Hara: 28.11.2024

Reprint Date: Y
Jara: 28.11.2024

I

Resistered
sEistEred

Dffice, 8-2-237, Road Mo 3, Banjara Hills, Hyderabad - 500024, Telangana, Inaia

04500 2840, Fa 04900 26

S LE
wyhy.direddys.com

99, Emiail: mailddriaddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Page 2 of 10/ Cp. 2 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

TpoayxT: M6ykaun®, TabaeTKH, IOKPBITHIE MIeHOYHOi 06010uK0ii, 400 Mr + 325 Mr

Market / Poinok :Russia / Poccus

Batch No / . Batch Quantity / _~ 800000.0 tab /
Cepusi Ne # V2402385 OGbem cepuu " 800000.0 Tab
Analytical Repourt No/ - 040002736339 Date of Analysis / . 9811.2024
AHanuTnaecKkuii oTdeT No JlaTa anajuza

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa mpou3BoacCTBa I'open no

Mfg. License No. / MA number: /

IpousBoacTBeHHAs : MNB/05/263 ) : JIH-Ne(003654)-(PI'-RU)

Homep PY

_JIMUEH3Hs Ne

Analysis performed according ND: / Ananu3 nposeaen mo HJI: JITI-Ne(003654)-(PT-RU)-101123

2 |Identification 7
IoaauHHOCTH

Complies as prescribed/
CooTBeTCTBYET

The retention times of the main peaks on the
chromatogram of the test solution should
correspond to the retention times of the peaks on
the chromatogram of ibuprofen and paracetamol
reference standards solution (section Assay) /
BpemeHa yaepKMBaHHsS OCHOBHBIX IIMKOB Ha
XpOMaTorpaMme UCIBITYEMOr0 pacTBOPa JOJDKHEI
COOTBETCTBOBATH BPEMEHAM YIEPKUBAHUS MTHKOB
Ha XpoMarorpaMme pacTBopa CTaHAAPTHAIX
o0pasuoB ubynpodeHa u napaueramona (pasuen
«KonuuecTBeHHOE ONpeaeeHHE»)

3 |Average tablets weight / 971.5 mg/971.5 mr

Cpeaunss Macca Ta0JIeTOK

940.9 mg to 999.1 mg
(970.0 mg £ 3.0 %) /
Or 940,9 Mr J0 999,1 MT

(970,0 mr % 3,0 %)

4 |Disintegration /
PacnagaemocThb

07 min 37 sec / 07 muu 37 cek

Not more than 30 min /
He 6onee 30 Mmun

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT coorBeTcTBYET TpeboBaHusAM H/I

Opinion : APPROVED
3akmouenue: OJJOBPEHO

Prepared by / Checked by /
[Toaroroeneno: Pardeep Kumar

L

Ilpoeepeno: Pawan Kumar

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PyKOBO,}J,HTe.fIiI:_ AmiLI}'_umar

- -

Reprint Date:
JHara: 28.11.2024

Reprint Date:
Hata: 28.11.2024

Reprint Date: V
Jara: 28.11.2024

fMo. 3, Banjare Hills, Hyderabad - 500024, Telanzana, fndin

, Emisil: mnait@drredays.com




Dr.Reddy’s ‘f:‘

Dr. Reddy's Laboratories Lid.
Formulation Unit-¢
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Page 3 of 10/ Ctp. 3 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoayxr: H6ykaun®, TabneTKH, NOKPHIThIE IJIEHOIHOH 060104K0ii, 400 mMr + 325 Mr

Market / Peinok :Russia / Poccus

Batch No / ] Batch Quantity / ~ 800000.0 tab/
Cepus No 4 V2402385 Obnem cepuu " 800000.0 Tab
Analytical Repourt No / - 040002736339 Date of Analysis / . 98.11.2024
AHanmuTH4yeckuii oryeT No Hara ananmsa

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029
JaTa npon3BoJCTBa Ionen 1o

Mfg. License No. / MA number: /

IlpousBoacTBeHHast : MNB/05/263
Junen3us Ne

Homep PY . JIII-Ne(003654)-(PT'-RU)

Analysis performed according ND: / Apaan3 nposeaen no HJI: JITI-Ne(003654)-(PT-RU)-101123

5 |Dissolution /

PacTBOpenue
99 % to 102%

98 % to 102%

Not less than 70% (Q) of Ci3H13s0, (ibuprofen)
after 30 min/

He menee 70 % (Q) Ci3HisO» (MOynpoden) uepes
30 Mi1H

Not less than 70% (Q) of CsHoNO» (paracetamol)
after 30 min /

He menee 70 % (Q) CsHoNO: (mapauertamonn)
yepe3 30 MuH

Remarks : The Product conforms to ND/
IIpumeuanue: [IponykT coorBercTBYET TpeboBaHusaM HJI

Opinion : APPROVED
3axmouenne: OJOBPEHO

Prepared by / Checked by /

Wf” “"'%w -

[Monrorosneno: Pardeep Kumar | IIposepeno: Pawan Kumar /Onobpeno: MeHexep /
9

Approved by: Manager/Executive

PykoBonurens Aij( Kumar

—

Reprint Date: Reprint Date:
Jlarta: 28.11.2024 Hara; 28.11.2024

Reprint Date: u
Hara: 28.11.2024




Dr.Reddy’s QI':'.

Dr. Reddy's Lanoratories itd,
Formulation Unit-G

T Y I B R S
Vit Khot, Malagarm |

ad, Bacidi,

Distt, Solan, H.

P, 17

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Page 4 of 10/ C1p. 4 u3 10

[Product: Ibuclin, film-coated tablets, 400 mg + 325 mg

MpoayKT: Moykaun®, Ta6neTKH, NOKPbIThIE IIEHOUHOI 0Go04KOiH, 400 Mr + 325 Mr

Market/Prinok :Russia / Poccus

Batch No / _ Batch Quantity / _ 800000.0 tab /

Cepus N | V2402885 O6bem cepHH " 800000.0 Tab

Analytical Repog‘t No/ . 040002736339 Date of Analysis / . 98.11.2024

AvanuTuyeckuii oTyer No JlaTa anaau3a

Date of Manufacture / . 10/2024 Date of Expiry / . 09/2029

Jata mpoH3sBoACTBA TI'ogen no

Mfg. License No. / MA number: /

IIpousBoacTBEeHHAS : MNB/05/263 ) . JIII-Ne(003654)-(PI'-RU)
Homep PY

JuneH3Ha Ne

_Rnalysis performed according ND: / Ananns nposeges no HJI: JIII-Ne(003654)-(PT'-RU)-101123

6 |Related substances / 0.0002% 4-aminophenol (paracetamol impurity) - not more
PoacreeHHble MpUMecH than 0.005% /
Method 1/ Meton 1 4-amrHobeHoNn (TpUMECh MapaleTamona) He
6onee 0,005 %
Method 2 / Meton 2 Below BDL / Hinxe nopora Any individual impurity (of ibuprofen or
PEEHETParit paracetamol) - not more than 0.3% /
JIwobast exuHuyHAA npumech (MOynpodena MM
napaneramosna) He donee 0,3 %
0.0002% Total impurities (Method 1+ Method 2) - not more
than 0.7% / Cymma npumeceii (Meton 1 + Mertoa
2) He 6onee 0,7 %
7 |Water / Bona 1.7% Not more than 5.0% /
He 6onee 5,0 %

Remarks : The Product conforms to ND/
IIpumeyanue: [Ipoaykt cooTBeTcTBYeT Tpebosanusam HJI

Opinion : APPROVED
3akmouenue: QIOBPEHO

Prepared by / Checked by /
[Toarorosneno: Pardeep Kumar
=

d_

[IpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Opo6peno: Menemxep /
PykoBogurens , AmitKumar

-~
J|I =

Reprint Date:
Hara: 28.11.2024

Reprint Date:
Jlata: 28.11.2024

Reprint Date: v
Jara: 28.11.2024

Hils, Hyaerabad -

P
500¢

dangana, India
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHANHM3A

Page 5 of 10/ CTp. 5 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Iponykr: H6ykaun®, TabjaeTKH, NOKPBITHIE JIeHOYHO# 06010uK0H, 400 Mr + 325 Mr

Market / PbIHOK :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab/

Cepus Ne k V2402385 O6beM cepiu " 800000.0 Tab

Analytical Repourt No/ - 040002736339 Date of Analysis / . 9811.2024

AHauTHYECKHIl oTueT No JlaTa aHa/aHM3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029 |

JlaTa mpou3BOACTBA T'ogen o0

Mfg. License No. / MA number: /

IponszBoacTBEeHHAS : MNB/05/263 ) . JITI-Ne(003654)-(PT-RU)
Homep PY

JHIeH3us Ne

Analysis performed according ND: / Ananu3s nposegen no HJL: JITI-Ne(003654)-(PI'-RU)-101123

8 Uniformity of dosage
units /
OOHOPOOHOCTD Acceptance value (AV) should be not more than
JIO3HPOBAHUA 1.6 15.0 /Hokasarenp npueMeMocTH (AV) 1OMKeEH
- ibuprofen / nbynpoden ObITh HE Oonee 15,0
Acceptance value (AV) should be not more than
- paracetamol / 1.6 15.0 / Tloka3arens npuemieMoctd (AV) 1oJxKeH
napaneTamod ObITh He Oosee 15,0
Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [Ipoaykr coorsercTByeT TpeboBanusm HJJ 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToarorosneno: Pardeep Kumar | [Ipoeepeno: Pawan Kumar /Onobpeno: Menemxep /
c_f,-——- /( PyKOBO,D,I/ITCIIbr\‘ Amit Kumar
= = | '/__,;-"
Reprint Date: Reprint Date: Reprint Date: V
Hara: 28.11.2024 Mara: 28.11.2024 Hara: 28.11.2024

illz, Hydernbad - 500024, Telangsna, India

Email: maiti@diraddyvs.com

1507
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CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIM3A

Page 6 of 10/ Cp. 6 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Hpoavykr: I/I6VKJmH®, Tab/1eTKH, NOKPLIThIE MJIeHOYHOH 000109K0#, 400 Mr + 325 Mr
poay A P

Market / PoiHok :Russia / Poccust

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus Ne 3 ¥2402385 Oobem cepHH  800000.0 Tab

Analytical Repog‘t No/ - 040002736339 Date of Analysis / - 28.11.2024

AHajquTHYeckHil oTueT Ne JlaTa aHasin3a

Date of Manufacture / - 10/2024 Date of Expiry / . 09/2029

JlaTa npoU3BoOACTBA T'ogen 10 ]

Mfg. License No. / .

| ST —— - MNB/05/263 b CRITL o . JITI-Ne(003654)~(PT-RU)
Homep PY

Juiensus No

Analysis performed according ND

:/ Aﬂanns_nposeneﬂ mo HI: JITI-Ne(003654)-(PT'-RU)-101123

9 |Microbiological purity* /
Mukpo6Hosornyeckas
yucroTa*

| a) Total aerobic microbial
'count / O0mee yucio
a’poOHBIX

MHKPOOPTaHU3MOB

NA

NA
b) Total combined yeasts
and mould count / Obuiee
YUCIO APONOKEBEIX H
NJIECHEBBIX IPHOOB

c) E. coli

NA

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

Not more than 100 CFU/g/
He 6onee 100 KOE/r

Shall
1r

be absent in 1lg / OtcyrcTBHe B

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBaHuaM HJI

Opinion : APPROVED
3akmouenue: OJIOBPEHO

Prepared by / Checked by /
[MoarororneHo: Pardeep Kumar

-

[Ipoeepeno: Pawan Kumar
|

Approved by: Manager/Executive
/Onobpeno: Menemxep /
PykoBogutens Amitf Kumar

] (\{/

/ —

Reprint Date:
Hara: 28.11.2024

Reprint Date:
Hara: 28.11.2024

Reprint Date:
Hara: 28.11.2024




Dr.Reddy’s ‘,’:"

Dr. Reddy's Lanoratories Lid.
Formulaticn Unit-6

Viil. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel:+91 98166 56C01-02
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIA3A

Page 7 of 10/ Ctp. 7 u3 10

[Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

MpoayxT: M6yknun®, TaGuIeTKH, HOKPHIThIE MIEHO4YHOH 060.104K0#, 400 Mr + 325 Mr

Market / PeiHok :Russia / Poccus

Batch No / . Batch Quantity / _ 800000.0 tab /

Cepust Ne HNESNESES OoneM cepuu " 800000.0 Tab ]

Analytical Repog‘t No/ - 040002736339 Date of Analysis / . 98.11.2024

AHanuTHYeCKHIi oTYeT Ne HaTa aHanu3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa npou3sBoacTBa I'ogen a0

Mfg. License No. / MA number: /

IIpousBoacTBeHHAs : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)
Homep PY

Junen3us Ne -

Analysis performed according ND: / Ananaus HE)OBez[eH o HJ: JITI-Ne(003654)-(PI'-RU)-101123

10 |Assay / KonnuecTBenHoe
omnpeaeneHne

398.5 mg/398.5 mMr

326.98 mg/326.98 mr

360.0 to 440.0 mg of C3H 130, (ibuprofen) per
tablet /

Ot 360,0 mr no 440,0 mr C13H1302 (ubynpoden) B
TabieTke

292.5 to 357.5 mg of CsHsNO; (paracetamol) per
tablet /

Or292,5 mr no 357,5 mr CsH9NO, (napauetamou)
B TabJyieTke

11 | Package / YmakoBka

10 tablets in PVC/Al blister. 1
blister and a patient information
leaflet in a carton. / [1o 10 TabneTok
B [IBX/Al 6muctep. [To 1 6nncrepy
B Nauyky KapTOHHYIO BMeECTe ¢
WHCTPYKIIMEH N0 MPUMEHEHUIO.

10 tablets in PVC/Al blister. 1, 2 or 20 blisters and
a patient information leaflet in a carton. / [To 10
tabnerox B IIBX/Al 6nucrep. ITo 1, 2 umu 20
OMMCTEPOB B Mavyky KapTOHHYHD BMeECTE C
HHCTPYKIME M0 MPUMEHEHHIO.

12 | Labeling / MapkupoBka |According to ND. / B coorBetcTBum ¢ HJI.
13 | Storage conditions / At temperature not more than 25 °C. /
XpaneHnue [Tpu Temneparype He Bbile 25 °C.
14 | Shelf life / Cpox 5 years /5 ner
rOAHOCTH

Note: References in the normative document are given to the Rus. Ph XIV.

Remarks : The Product conforms to ND/
IIpumeuanue: [Ipoaykrt coorBercTByeT Tpebopanusm HJI

Opinion : APPROVED
3akmouenue: OJOBPEHO

Hara: 28.11.2024

Prepared by / Checked by / Approved by: Manager/Executive
IHoarororneno: Pardeep Kumar | IIpoBepeno: Pawan Kumar /Onobpeno: Menemxep /
) K
[ > 4 PyKOBOLlI/ITeJ'[IE:\ fn_\n&_}umar
Reprint Date: Reprint Date: Reprint Date:\/- B

Hata: 28.11.2024

Hara: 28.11.2024

Registergd Difice: 3

-2-327, Road Mo. 2, Banjara Hills, Hyderabad - 50C034, Telangana, India

Tolr 421 40 G800 2200, Fax: =91 40 4900 2999, Email: mail@drreddys.com
CIN: LEE1S5AP1SE4PLCO04E07

v drieddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Page 8 of 10 / Cp. 8 u3 10

Product: Ibuclin, film-coated tablets, 400 mg + 325 mg
Mpoayxr: Hoykann®, TaG/ieTKH, NOKPHIThIE IIEHOUHOIT 060,1049K0iH, 400 Mr + 325 Mr

Market / PoiHOK :Russia / Poccus

Batch No/ . Batch Quantity / _ 800000.0 tab /

Cepusi Ne 2 N2atoses O6bem cepuu " 800000.0 Tab

Analytical Repourt No/ . 040002736339 Date of Analysis / . 98.11.2024
AHaJuTHYeCKMil 0TyeT Ne Jarta anajn3za

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa mpou3BoacTsa Toaen 10

Mfg. License No. / MA number: /

IpoussoacTeenHast : MNB/05/263 Howmep PY : JIII-Ne(003654)-(PT'-RU)

nunen3us Ne

Analysis performed according ND: / Anann3 nposeaen mo HJI: JIII-Ne(003654)-(PI'-RU)-101123

* Performed by the manufacturer at release periodically: every 20-th batch or at least once a year. The
parameter may be absent from the Company's certificate of analysis.

[Mpumeuanue: CChUIKH B HOPMAaTHBHOH JOKyMeHTalu npuseaeHsl Ha 'O PO XIV.

* [TpoBOAMTCS MPOU3BOAUTENEM IIPH BBIITYCKE NEPHOANYECKH: Ul Kaxaon 20-0if cepuu un He MeHee 1 pasa B
rog. ITokasarens MOXET GbITh He BKJIIOYEH B CepTU(UKAT aHATH3a QPUPMBIL.

API name / HaumenoBanue ADC:

Ibuprofen / Ubynpoden Paracetamol / [Tapaneramon

INN / MHH:

Ibuprofen / U6ynpoden Paracetamol / [Tapaneramon

AT M ACurer.ba chnumbe ] 1201/23/A-0562, 1201/23/A-0574 0541/24-25
Homep cepun npoussoaures ADC:

FP Manufacturer API Batch number /

Homep cepun cyOCTAHIIHH NIPOU3BOANTENSA FEQAO00081, FEQA00084 FERAO00530

IJID:

API Manufactured by & country/
Ilpoussonurens ADC, cTpana:

Pharmaceuticals Limited, India /

®dapmacklotukanc Jlumuren,

IgsEhemicals;and Sri Krishna Pharmaceuticals

Limited, India / Illlpu Kpumina
®apmacsrotukaic Jlumuren,
HNupus

HNOJI Kemukanc 3xa,

70301078

Name, address, authorization No for FP

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,

Remarks : The Product conforms to ND/

ITpumeuyanue: I1poaykt cooTBeTcTBYeT TpeboBanuam HJT

Opinion : APPROVED
Jaximouenue: OJOBPEHO

Prepared by /
[Toaroropneno: Pardeep Kumar

Qﬁ—-—r

Checked by /
ITpoBepeno: Pawan Kumar

Approved by: Manager/Executive
/Ono6peno: Menemxep /
Pykosomgurens Amit Kumar

<] E - - V
— i

Reprint Date:
Hara: 28.11.2024

Reprint Date: |
Jara: 28.11.2024

Reprint Date: {
JaTa: 28.11.2024

SARTSESPLCO04507
wenvdrreddys.com




Dr. Reddy's Laboratories Ltd.
@ Formulaticn Unit-6
Dr. Reddy’s ‘... Viil. Khol, Naiagarh Road, Baddi,
. Distt, Solan, H.P., 173 205, INDIA
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIN3A

Page 9 of 10 / Cp. 9 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg
Hpoayxr: Hoykaun®, TabaeTKH, NOKPHITHIE ILIEHOYHOH 060/104K0i, 400 Mr + 325 Mr ]
Market / PEIHOK :Russia / Poccus

Batch No / . Batch Quantity / ~ 800000.0 tab /

Cepus No + V2402385 Oonem cepun " 800000.0 Tab

Analytical Repourt No/ - 040002736339 Date of Analysis / . 28 11.2024
AHamuTHYecKHH oTueT No JlaTa aHaau3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JlaTa npou3BoJACTBa I'open no

Mfg. License No. / MA number: /

IIpon3BoacTBeHHas : MNB/05/263 ) : JIII-Ne(003654)-(PI'-RU)

Homep PY
Juuen3usa No
Analysis performed according ND: / Anasiu3s nposeaen no HJI: JIII-Ne(003654)-(PI'-RU)-101123

manufacturing site / Control site / Release Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
site / MNB/05/263) /

HaumeHoBaHHe, aapec, JHIEH3HA JJI5 II-p Pennn’c Jlaboparopuc JIta., Unaus, [IpouspoacTBeHHOe
Ipon3poacTBenHas miomanka / Iliomanka noxpazaenenue-6, Bunn. Kxons, Hanarapx Poyn, banmu, Jnctpukr
KOHTPOJIsI KadecTsa / [lomanka Beinycka Conan, X.I1., 173205, Uuaus (muuensust Homep MNB/05/263)

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 of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) 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 of the Eurasian Economic Union is established».

3ak/04eHne 0 cooTBeTcTBUH: «HacToAMM s MOATBEPIKIAD, YTO MPUBEASHHas BbIHIE HHPOPMALMS ABJAETCH
JOCTOBEPHOI M TOYHOM. DTa cepust NPOAYKIMM MpOW3BefieHa (BKIIOYAs YMAakoBKY (MapKMpOBKy) M KOHTPOIb
KayecTBa) Ha BBIEYKA3aHHOM TMPOM3BOJCTBEHHOH MUOmaAKe (MOIAAKax) B IOJHOM COOTBETCTBMMH C
Tpe6Gosanuamu [IpaBun Haanexaumei NpoU3BOACTBEHHON MpakTUKH EBpa3suiickoro skoHOMHMYeckoro coroza (Ne
GMP/EAEU/RU/00554-2022 ot 02 centa6ps 2022) u TpeOOBaHUSIMH KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHEBIX CPEACTB,
a TaKXe B COOTBETCTBHH CO ClieHUPHUKALMAMH, COACPKAIMMHUCS B PETMCTPALIMOHHOM JOCKE CTPaHbI-UMIIOpTEpA.

Remarks : The Product conforms to ND/ Opinion : APPROVED
Ipumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanusm HJT 3axmoyenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToprorosneno: Pardeep Kumar | [IpoBepeno: Pawan Kumar /Ono6peno: Menemxep /
) ¢ PykoBogurens Amit Kumar
—— == =
Reprint Date: Reprint Date: Reprint Date: d}
Jara: 28.11.2024 JlaTa: 28.11.2024 Jara: 28.11.2024
Rogisiared Orifce: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 506034, Telangana, India
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CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAJIU3A

Page 10 of 10/ CTp. 10 u3 10

Product : Ibuclin, film-coated tablets, 400 mg + 325 mg

Mpoaykr: H6ykann®, TabeTKH, NOKPBITHIE IJIEHOYHOH 060104K0#, 400 Mr + 325 Mr |

Market / Pe1Hok :Russia / Poccusd

Batch No / . Batch Quantity / . 800000.0 tab /

Cepua No £ V2402385 O6nem cepuu " 800000.0 Tab

Analytical Rep0ft No / - 040002736339 Date of Analysis / . 28.11.2024

AHaJInTHUYeCKHi oTueT No JlaTa aHa/HM3a

Date of Manufacture / - 10/2024 Date of Expiry / - 09/2029

JaTa npousBoicrsa I'opex no

Mfg. License No. / )

lpoussoncraennasn . MNB/05/263 SIS . JIN1-Ne(003654)-(PT-RU)
Homep PY

Junen3ns Ne N

Analysis performed according ND: / Anasin3s nposeaes no HJI: JIII-Ne(003654)-(PI'-RU)-101123

3arucH 1o Npou3BOJCTBY, YIAKOBKE M aHANM3Y MPOBEPEHBI, H YCTAHOBJIEHO NX COOTBETCTBUE TpeboBanusM [Ipasui
HaJJiexanied npou3BoACTBEHHOHN MPakTUKU EBPasHiicCKOro 3KOHOMHYECKOTO COMO3a)».

Remarks : The Product conforms to ND/ Opinion : APPROVED
Hpnmeuanue: [IpoaykT cooTseTcTBYeT TpeboBanusm HJJ 3axmouenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive
IToproroBneno: Pardeep Kumar | [IpoBepeHo: Pawan Kumar /Ono6peHo: Menemxep /
. 3 PykoBogutens Amit Kumar
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Reprint Date: Reprint Date: Reprint Date: |
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